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SUNSHINE ACT MEETINGS ...................... 38165

MEDICARE-MEDICAID PROGRAMS
HEW/HCFA announces Intention to Issue regulations on hos-
pital Insurance, provider re'mbursement, and institutlonal care
(4 documents) 38058

EMPLOYEE BENEFITS
Labor/FCCPO proposes rules on equality of fringe benefits for
men and women; comments by 10-23-78 38057
Labor/W&H proposes amendment to Interpretation on equal
benefits for men and women; comments by 1G-23-78 - 38029
Labor/PWBP proposes to amend summary annual report re-
quirements; comments by 10-10-78. - .... . 38032
EMPLOYEE RETIREMENT BENEFIT PLANS
Treasury/IRS Issues regulations on annual registration require-
ments ...... 38002

SUNSCREEN DRUGS
HEW/FDA proposes establishment of condtions for the safe-
ty, effectiveness, and labellng of over-the-counter products;,
comments by 11-24-78 (Part II of this Issue) -- - 38206
NONDISCRIMINATION IN EMPLOYMENT
EEOC/CSC/Justlce/Labor adopt uniform guldrlines on em-
ployee selection procedures; effective 9-25-78 (Part IV of this
Issue) ... _......_38290

CHILD CARE FOOD PROGRAM
USDA/FNS provides for funds to be used In audits of partic-
pating child care Institutions; effective 8-25-78 - 37979
VETERANS BENEFITS
VA Issues poUcy statements and procedures for educational
loan program; comments by 9-25-78 ...... 38046
MEDICAL ASSISTANCE
HEW/HCFA proposes regulations on administration of grants
to medicald State agencies; comments by 10-24-78 (Part V of
this Issue) ........ 38345
FINANCIAL ASSISTANCE PROGRAMS
HEW/SSA proposes regulations on administration of grants to
States; comments by 10-24-78 (Part V of this Issue) - 38318
SOCIAL SERVICES PROGRAMS
HEW/HDSO proposes adnmilstration of grants; comments by
10-24-78 (Part V of this Issue)- 38326
CHILD SUPPORT ENFORCEMENT PROGRAM
HEW/Office of Child Support Enforcement proposes regula-
tions on administration of grants to States;, comments by
10-24-78 (Part V of this Issue)- . 38337
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INFORMATION AND ASSISTANCE

Questions and requests for specific information may be directed to the following numbers. General inquiries may be
made by dialing 202-52$-5240.

FEDERAL REGISTER, Daily Issue:
Subscription orders (GPO) .............
Subscription problems (GPO) ..........
"Dial - a - Reg" (recorded sum-

mary of highlighted documents
appearing in next day's issue).

Washington, D.C .......................
Chicago, II ............................. ;...
Los Angeles, Calif ....................

Scheduling of documents for
publication.

Photo copies of documents appear-
ing in the Federal Register.

Corrections ........................................
Public Inspection Desk ....................
Finding Aids.;..... ...............

Public Briefings: "How To Use the
Federal Register.'

Code of Federal Regulations (CFR)..

Finding-Aids .......................................

202-783-3238
202-275-3050

202-523-5022
312-663-0884
213-688-6694
202-523-3187

523-5240

523-5237
523-5215
523-5227
523-3517

523-3419
523-3517
523-5227

PRESIDENTIAL PAPERS:
Executive Orders and Proclama-

tions.
Weekly Compilation of Presidential

Documents.
Public Papers of the Presidents ......
Index ...................................................

PUBLIC LAWS:
Public Law dates and numbers .......

Slip Laws ...........................................

U.S. Statutes at Large ................

Index ...................................................

U.S. Government Manual ..................

Automation ..........................................

Special Projects .................................

HIGHLIGHTS-Continued

POLYCHLORINATED BIPHENYLS (PCB's)
EPA clarifies previous proojosal on manufacturing, processing,
distribution, and use bans ... .................... 1. ........... 38087

DRUG LABELING
HEW/FDA adopts rule requiring manufacturers of prescription
drugs to include certain information on labels; effective
8-27-79 .......................... ... .. 37985

COAL MINING
lnterior/SMREO issues technical guidelines on alluvial valley
floors; comments by 10-23-78; hearings on 10-13-78 .......... 38035

SECURITIES
SEC proposes adopton of form to establish levels for non-
member broker-dealer assessments for the current fiscal year;,
comments by 9-8-78 .......................... 38026

FOOTWEAR FROM REPUBLIC OF CHINA AND
KOREA
Office of Special Representative for Trade Negotiations an-
nounces orderly marketing agreements ..................................... 38142

TRIGGER PRICE-MECHANISM.FOR COLD
FINISHED BARS
Treasury announces a new effective date of 10-1-78 .............. 38155

ENVIRONMENTAL IMPACT STATEMENTS
CA1B announces intention to revise environmental regulation. 38025

ANIMAL DRUGS
HEW/FDA approves safe and effective use of sterile anoxicil,
[in trihydrate for suspension in treating certain bacterial infec-
tions in dogs and cats; effective 8-25-78 . .......... 38000

RURAL ELECTRIFICATION
USDA/REA proposes specifications for insulator' support
brackets; comments by 9-25-78 38015
USDA/REA proposes specifications for pole top pins, corn-
ments by 9-25-78.. 38014
1979 FEED GRAIN PROGRAM
USDA/ASCS/CCC proposes determInations for corn, sor-
ghum, barley, and oats;, comments by 10-10-78-................... 38013
MEDICAL DEVICES
HEW/FDA establishes procedures for listing of devices; effec--
tive 10-10-78 . .. 37990
INCOME TAX
Treasury/IRS Issues proposed regulations on minimum fund-
Ing standards-asset valuation; comments by 10-23-78 - 38027
CANNED FREE STONE PEACHES
USDA/FSQS proposes change to grading standards; corn-
ments by 12-31-78 - 38015

FEDERAL PROPERTY MANAGEMENT
'GSA amends rules on applicant eligibidty for donation of
surplus personal property for certain public and nonprofit-
activities; effective 8-25-78 -_ 38008

WELFARE REFORM EMPLOYMENT
DEMONSTRATION PROGRAM
Labor/ETA announces its selection of prime sponsors to
operate pilot projects under the program -_........... 38122
INCOME TAX
Treasury/IRS gives notice of proposed revision of employer's
annual Federal unemployment tax return for 1979; comments
by 11-2-78 38027
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HIGHLIGHTS-Continued

CREDIT UNIONS
NCUA establishes limits on loan origination fees chargeable to
borrowers; effective 9-25-78 ........................................................ 37984
COMMUNITY FACILITY LOANS
USDA/FmHA amends rules on construction contracts; effec-
tive 8-25-78 ........................................................ 37983
CHILD NUTRITION PROGRAMS
USDA/FNS adopts interim rule on gathering racial and ethnic
data of applicants for free and reduced price meals ................ 37980
PRIVACY ACT
DOD/Army publishes new system of records; comments by
9-24-78; effective 9-24-78 .......................................................... 38070
Justice/Agriculture publishes new system of records; com-
ments by 9-25-78 .......................................................................... 38120
NATIONAL FOREST TIMBER SALES
Agriculture/FS issues rule on contract conditions; effective
8-25-78 ..................................... 38008
MEETINGS-

CRC: Arkansas Advisory Committee, 8-30-78 .......... 38068
Kentucky Advisory Committee, 9-15-78 .............................. 38068
Michigan Advisory Committee, 9-14-78 .............................. 38068
Minnesota Advisory Committee, 10-13-78 ......................... 38068
Texas Advisory Committee, 9-12-78 .................................. 38068
Virginia Advisory Committee, 9-27-78 ................................. 38068

Commerce/NOAA: Mid-Atlantic Fishery Management Coun-
cil, 9-12-78 .............................................................................. 38069

DOE: Nuclear Waste Management, 8-30-78 ......................... 38082

HEW: Federal Council on the Aging, Special Aging Popula-
tions Committee, 9-15-78 .................... 38114

National Advisory Council on Services and Facilities for
the Developmentally Disabled, 9-11 .hru 9-13-78 ........ 38115

OE: National Advisory Council on Education of Disadvan-
taged Children, 9-15 and 9-16-78 ............... 38115

SSA: Advisory Council on Social Security and the Panel of
Actuaries and Economists, 9-19-78 ................................ 38115

Labor/BLS: Business Research Advisory Council, Commit-
tee on Manpower and Employment, 9-14-78 ..................... 38122

NRC: Decommissioning criteria for nuclear. facilities,
10-18-78 ................................................................................. 38025

SBA: Region V Advisory Council 9-12-78 and 9-14-78 (2
documents) ........................................................... 38148, 38149

Region VI Advisory Council, 10-5-78 (2 documents) ........ 38149
Region X Advisory Council, 9-22-78 ................................... 38149

HEARINGS-
Treasury/IRS: Provisions governing solicitation and advertis-

ing by practitioners before the IRS, 9-26-78 ..................... 38045

SEPARATE PARTS OF THIS ISSUE
Part II, HEW /FDA ........................................................................... 38206
Part III, Labor/ESA .............................. 38272
Part IV, CSC, EEOC, Justice, Labor ............................................. 38290
Part V, HEW/SSA, HDSO, Child Support Enforcement Office,

HCFA ................................................ 38318, 38326, 38337, 38345
Part VI, DOE/BPA ....................................................................... : 38356

reminders
(The Items in this list were editorially compiled as an aid to FEDERAL REGISTER users. Inclusion or exclusion from this list has no legal

significance. Since this list is intended as a reminder, It does not include effective dates that occur within 14 days of publication.)

Rules Going Into Effect Today

DOD/EC-Hydrologic safety; acquisition of
lands downstream from spillways ..... 35480;

8-10-78
DOT/CG-Drawbridge operation regulations;

Fox River, Wis ...................... 32412; 7-27-78
EPA-Pretreatment standards and general pre-

treatment regulations for existing and new
sources of pollution ............ 27736; 6-26-78

List of Public Laws

This is a continuing listing of public bills
that have become law, the text of which Is
not published in the FEDERAL REGISTRz.
Copies of the laws in individual pamphlet
form (referred to as "slip laws") may-be
obtained from the U.S. Government Printing
Office.

[Last Listing: Aug. 23, 1978]

H.R. 2777 .................................... Pub. L 95-351
"National Consumer Cooperative Bank Act".

(Aug. 20,-1978; 92 Stat 499). Price: $.80.
H.R. 10787 .................................. Pub. L 95-352

To authorize appropriations for activities and
programs carried out by the Secretary of
the Interior through the Bureau of Land
Management. (Aug. 20, 1978; 92 Stat.
515). Price: $.50.
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AGING, FEDERAL COUNCIL
Notices
Meetings:

Special Aging Populations
Committee .............................. 38114

AGRICULTURAL MARKETING SERVICE
Rules
Grapes (Tokay) grown in Calif.. 37981
Lemons grown in Ariz. and

Calif ............................................. 37981
Potatoes (Irish) grown in Colo.. 37982

AGRICULTURAL STABILIZATION AND
CONSERVATION SERVICE

Proposed Rules
Feed grain program, 1979; re-

publication .............. 38013

AGRICULTURE DEPARTMENT

See Agricultural Marketing
Service; Agricultural Stabili-
zation. and Conservation Serv-
ice; Commodity Credit
Corporation; Farmers Home
Administration; Food and Nu-
trition Service; Food Safety
and Quality Service; Forest
Service; Rural Electrification
Administration.

AIR FORCE DEPARTMENT
Notices
Environmental statements;

availability, etc.:
Goodfellow AFB, Tex .............. 38069

ALCOHOL, TOBACCO AND FIREARMS
BUREAU

Notices
Authority delegations:

Assistant Director, Regula-
tory Enforcement; distribu-
tion and use of taxk-free alco-
hol; correction ....................... 38150

Assistant Director, Regula-
tory Enforcement; formulas
for denatured alcohol and
rum; correction ......................- 38149

ARMY DEPARTMENT
Notices.
Environmental statements;

availability, etc.:
Tooele Army Depot, Utah ...... 38071

Privacy Act; systems of rec-
ords ............................................. 38070

BONNEVILLE POWER ADMINISTRATION
Notices
Environmental statements;

availability, etc.:
Bonneville Power Administra-

tion; proposed 1979 whole-
sale rate increase ................... 38356

Rates, wholesale power, inqui-
ry .................. 38356

CHILD SUPPORT ENFORCEMENT OFFICE
Proposed Rules
Child support enforcement pro-

gram, grants to States .............. 38337

CIVIL AERONAUTICS BOARD
Proposed Rules
National Environmental Policy

Act; implementation; advance
notice .......................................... 38025

Notices
Hearings, etc.:

Callfornia-Arizona low fare
route proceeding ................... 38064

Continental Air Lines, Inc ...... 38066
Loulsville-Kansas City non-

stop route investigation ........ 38067
CIVIL RIGHTS COMMISSION,
Notices
Meetings, State advisory com-

mittees:
Arkansas .................................... 38068
Kentucky ................................... 38068
M ichigan ..................................... 38068
M innesota .................................. 38068
Texas .......... ..... 38068
Virginia ...................................... 38068

CIVIL SERVICE COMMISSION
Rules
Employee selection procedures;

uniform guidelines .................... 38310
Excepted Service:

Arts and Humanities, Nation-
al Foundation ..................... 37979

COMMERCE DEPARTMENT

See also Industry and Trade Ad-
ministration; National Ocean-
ic and Atmospheric Admin-
istration.

Notices
Organization and functions:

Industry and Trade Adminis-
tration; correction ................. 38069

COMMODITY CREDIT CORPORATION
Proposed Rules
Feed grain program, 1979; re-

publication ................................. 38013

DEFENSE DEPARTMENT

See Air Force Department;
Army Department.

ECONOMIC REGULATORY
ADMINISTRATION

Notices
Crude oil, domestic, allocation

program; 1978; entitlement
notices:

June .............. 38072

EDUCATION OFFICE
Notices
Meetings:

Education of Disadvantaged
Children National Advisory
Council ...... ........... 38115

EMPLOYMENT AND TRAINING
ADMINISTRATION

Notices
Comprehensive Employment

and Training Act programs:
Employment opportunities pi-

lQt program site selection..-. 38122
Employment transfer and busi-

ness competition determina-
tions; financial assistance ap-
plications.............. ... 38122.

EMPLOYMENT STANDARDS
ADMINISTRATION

Notices
Minimum wages for Federal and

federally assisted construc-
tion; general wage determina-
tion decisions, modifications,
and supersedeas decisions
(Ariz., Calif., Conn., Del., Fla.,
La., Minn. NJ., Tex)......... 38272

ENERGY DEPARTMENT
See also Bonneville Power Ad-

ministration; Economic Regu-
latory Administration;
Federal Energy Regulatory
Commfss-on.

Notices
Meetings:

Nuclear Waste Management. 38082

ENVIRONMENTAL PROTECTION AGENCY
Rules
Water pollution control:

Hazardous substances; deter-
mination of harmful quanti-
ties; delay of effective date . 38008

Proposed Rules
Air quality implementation

plans; approval and promul-
gation; various States, etc.:

Arizona ............ .......... _.. 38049
California .............................. 38049

Air quality , implementation
plans; enforcement by State
and Federal governments
after statutory deadlines:

Kentucky ................................ 38055
Indiana ....................... .. 38054
Ohio (2 documents) ..... 38050, 38056

Toxic substances:
Polychlorinated Biphenyls

(PCBs); manufacturing, pro-
cessing, distribution, and
use ban; clarification..... 38057
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Notices
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toring reference and equiva-
lent methods applications:

Sulfur dioxide analyzer ........... 38088
Pesticide registration applica-

tions ............................................. 38085
Pesticide registration applica-

tions; correction ........................ 38084
Pesticides; tolerances, registra-

tion, etc.:
Butachlor ............... 38085
2-((4-Chloro-6-(ethylamino)-s-

triazin-2yl)amlno)-2-methyl-
proplonitrile, etc ................... 38085

CIDIAL E-4 ................. : ............. 38084
Ferriamicide ............................... 38084

Toxic and hazardous substances
control:

Polychlorinated Biphenyls
(PCBs); approved disposal
facilities, list ........................... 38087

Water pollution control; safe
drinking water; public water
systems designations:

Arizona ................. 38083
EQUAL EMPLOYMENT OPPORTUNITY

COMMISSION
Rules
Employee selection procedures;

uniform guidelines .................... 38312
FARMERS HOME ADMINISTRATION
Rules
Loan and grant programs

(group):
Community facility loans;

construction project sure-
ties; interim rule .................... 37983

Notices
Disaster and emergency areas:

Iowa ............................................. 38063
K ansas ........................................ 38063
Massachusetts ........................... 38063
Nebraska ..................................... 38063
Texas ........................................... 38064

FEDERAL COMMUNICATIONS
COMMISSION

Proposed Rules
FM broadcast stations; table of

assignments:
Texas ........................................... 38058
Virginia ...................................... 38060

Notices
Employment nondiscrimina-

tion; memorandum of under-
standing with EEOC ................ 38109

Hearings, etc.:
Blair County Broadcasters,

Inc ............................................ 38093
Gould, Albert H ........................ 38093
Gulf Coast Communications,

Inc., et al ................................. 38094
Rulemaking proceedings filed,

granted, denied, etc.; petitions
by various companies (2 docu-
ments) .............................. 38088, 38090

FEDERAL CONTRACT COMPLIANCE
PROGRAMS OFFICE

Rules
Employee selection procedures;

uniform guidelines .................... 38314,

CONTENTS

Proposed Rules
Sex discrimination guidelines:

Employee benefits .................... 38057
FEDERAL DISASTER ASSISTANCE

ADMINISTRATION
Notices
Disaster and emergency areas:

New York ................................... 38115
Texas (4 documents) ..... 38116, 38117

FEDERAL ENERGY REGULATORY
COMMISSION

Notices
Natural gas companies:

Certificates of public conven-
ience and necessity; applica-
tions, abandonment of serv-
ice and petitions to amend... 38077

Small producer certificates,
applications ............................ 38080

FISH AND WILDLIFE SERVICE
Roles
Hunting:

Medicine Lake National Wild-
life Refuge, Mont .................. 38011

National Elk Refuge, Wyo ...... 38011
Ravalli National Wildlife Ref-

uge, M ont ............................... 38010
Migratory bird hunting:.

Seasons, limits, and shooting
hours establishment, etc.;
correction ............................... 38010

Notices
Pipeline applications:

Kenai National Moose Range,
Alaska ...................................... 38120

FOOD AND DRUG ADMINISTRATION
Rules
Animal drugs, feeds, and related

products:
Sterile amoxicillin thihy-

drate ......................................... 38000
Drug labeling; human drugs:

Prescription drug dispensing
container requirements ........ 37985

'Medical devices; biological prod-
ucts, etc.:

Device listing procedures ........ 37990
Proposed Rules
Human drugs:

Over-the-counter drugs; sun-
screen products; monograph
establishment ........................ 38206

FOOD AND NUTRITION SERVICE
Rules
Child nutrition programs:

Child care food programs; au-
dit funds ................................. 37979

Meals and free milk in schools;
racial or ethnic identifica-
tion .......................................... 37980

FOOD SAFETY AND QUALITY SERVICE
Proposed Rules
Peaches, canned freestone;

grade standards ........................ 38015

FOREST SERVICE
Rules
Timber, sale and disposal:

Contract conditions; pay-
ment guarantees, letters of
credit ........................................ 38008

GENERAL SERVICES ADMINISTRATION
Rules
Property management; Federal:

Donation of personal proper-ty; eligibility ........................... 38008

HEALTH CARE FINANCING
ADMINISTRATION

Proposed Rules
Aged and disabled health insur-

ance and medical assistance
programs:

Skilled nursing and intermedi.
ate care facilities; conditions
of participation; advance no-
tice ............................................ 38058

Aged and disabled, health insur-
ance for:

Hospital insurance; entitle-
ment, deductible, and coin-
surance requirements;
advance notice........... ... .... .. 38058

Hospitals; conditions of par-
ticipation; advance notice .... 38058

Provider reimbursement re-
view board decision, review;
advance notice ........................ 38058

Medical assistance programs:
Grants to States ........................ 38345

HEALTH, EDUCATION, AND WELFARE
DEPARTMENT

See also Aging, Federal Council;
Child Support Enforcement
Office; Education Office;
Food and Drug Administra-
tion; Health Care Financing
Administration; Human De-
velopment Service Office; So-
cial Security Administration.

Notices
Meetings:

Services and Facilities for De-
velopmentally Disabled Na-
tional Advisory Council ....... 38115

HOUSING AND URBAN DEVELOPMENT
DEPARTMENT

See also Federal Disaster Assist-
ance Administration.

Notices
Authority delegations:

Assistant Secretary for Neigh-
borhoods, Voluntary Asso-
ciations and Consumer
Protection; energy efficient
performance standards for
buildings .................................. 38117

HUMAN DEVELOPMENT SERVICES OFFICE
Proposed Rules
Social services programs:

Grants to States ........................ 38326
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and Enforcement Office.
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Rules
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Employee retirement benefit
plans; annual registration ... 38002
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INTERSTATE COMMERCE COMMISSION
Notices
Hearing assignments .................. 38155
Motor carriers

Property broker special licens-
ing; applications . ........ *38156

Railroad car service rules, man-
datory; exemptions .................. 38155

Railroad operation, aquisition,
.construction, etc.:

Atchis6ni, Topeka & Santa Fe
Railway Co ............. 38156

Chicago & North Western
Transportation Co. (2 docu-
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ments).. ........................ 38158, 38159

Illinois Central Railroad Co ... 38161-
Soo Line Railroad Co. (4 docu-
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tion Co .................................. 38164
JUSTICE DEPARTMENT
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uniform guidelines ......... 38311
Notices
Privacy Act; systems of rec-
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istration; Federal Contract
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sion and Welfare Benefit Pro-
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LABOR STATISTICS BUREAU
Notices
Meetings:

Business Research Advisory
Council .................................... 38122

LAND MANAGEMENT BUREAU
Rules
Land use permits, special; cer-
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New Mexico (7 documents)..... 38117,
38118
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tion. 38049
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ADMINISTRATION

Proposed Rules
Electric borrowers:
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°(Specification D-19) . 38015
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D-3) ......... . 3.8014
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Securities Exchange Act:
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ments ......... . ................ 38026
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First Multifund for Daily In-

come, Inc .................. 38143
Graham magnetics, Inc ....... 38144
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list of cfr parts affected in this issue
The following numerical guide is a list of the parts of each ittle of the Code of Federal Regulatlons affected by documents pubshed fin today's issue. A

cumulative list of parts affected, covering the current month to date, follows b4Ang with the second Issue of the month.
A Cumulative List of CFR Sections Affected is published separately at the end of each month. The guido I-ts the parts and setons affected by documents

published since the revision date of each ttle.

5 CFR

213 .................................................
Qnn

21 CFR-Continued

37979 PROPOSED RULES:
38290 352 .............................................

7 CFR

226 ........... .... ................ 37979
245 ............... .....- * .................. 37980
910.- ......................... 37981
926 ................. 37981
948 ................................................... 37982
1933................................................ 37983

PROPOsED RULES:
728 ........................................... 38013
1421 .......................................... 38013
1701 (2 documents) .... 38014, 38015

-2852 .......................................... 38015

10 CFR

PRoPosED RULES:
30 ............................................. 38025
40 .............................................. 38025
50 .............................................. 38025
70 .............................................. 38025

12 CFR

701 ................................................... .37984

14 CFR

PROPOSED RULES:
312 ...................... ...................... 38025

17 CFR

PROPOSED RULES-
249 ............................................ 38026

21 CFR

201.................................................... 37985
207 ................................................... 37997

do.. ............ ..........

540 ...................................................
607 ...................................................
807 .................................................

26 CFR

301 ................................................... 38002

PRoPosED RULES:
- 1 ................................................ 38027

28 CFR

50 ..................................................... 38290

29 CFR

1607 ................................................. 38290

PROPOSED RULES:

800 ............................................ 38029
2520 .......................................... 38032

30 CFR

PROPOSED RULES:

715 ............................................ 38035

31 CFR

PROPOSED RULES:

10. ............. 38045

36 CFR

223 .................................................. 38008

38 CFR

PROPOSED RULES:

17 .............................................. 38046
21 .............................................. 38046

39 CFR

PRoPosED RULES:
............................................ 38049

40 CFR

118 ................................................... 38008

40 CFR-Continued

PRoPosED RULEs:
52 (2 documents) ................. 38049
65 (4 documents) ........ 38050-38056
761 ................. 38057

41 CFR
60-3 ............. 38290
101-44 ........ ........................... . 38008

PRoPosED RULES:
60-20 .................... ..... ........ 38057

42 CFR

PROPOSED RuLES:
201 ............... . 38345
204 ........................... ... 38345
205 ............................ 38345
213 ........ .............. 38345'
405 (4 documents)......... 38058
430 ..... . 38345
449 ...... 38058

43 CFR

2920 .................................... 38009

45 CFR

PRoPosED RULS:
200 . ............. 38318
201 (2 documents) ...... 38318,38326
204 ....................................... 38326
205 ........... ... 38318
213 (2 documents) ...... 38318,38326
228a ................................ 38326
300 .......................... 38337
301 ............................ 38337
304 ........................... .... 38337

47 CFR

PROPOSED RULES:
73 (2 documents) ..... 38058, 38060

50 CFR
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CUMULATIVE LIST OF CFR PARTS AFFECTED DURING AUGUST

The following numerical guide is a list of parts of each title of the Code
of Federal Regulations affected by documents published to date during
August."

I CFR
Ch. 1 ................. 33675

3 CFR
PROCLAMATIONS:
4580 ................................................. 34753
4581 ................................................. 35461
4582 ....................... 35463
4583 ................. 35465
4584 ................................................. 35467
4585 ................................................. 36879
4586 .................. 36881
4587 ................................................ 36883
4588 ............... ... 37159
4589 ................................................. 37417
REORGANIZATION PLANS:
No. 2 of 1978 ............. : .................... 36037
ExEcuTrvE ORDERS:
11512 (Revoked by EO 12072) .... 36869
11861 (Revoked by EO 12076) .... 37161
12072 ............................................... 36869
12073 ............................................ 36873
12074 ............................................... 36875
12075 ............................................... 36877-
12076 .............................................. 37161
12077 ................................................ 37163
6 CFR
213 ................................................... 33675,

34427,34428,35017,35645,36043,
36591-36593,37979

300 ................... 38290
315 ................................................... 34428
316 ................... ; ............................... 34429
890 ................................................... 35017
891 ................................................... 35018

PROPOSED RULES:
297 ............................................ 35721
713 .......................................... 33732
890 ................................ 35046,35047

7 CFR
2 ....... ....... ............ 37419
15 ....... ....... ........... 34755
210 ................................................. 37165
226 .................................................. 37979
235 ........................ 37170
245 ................................................... 37980
275 ................................................... .35645
301 ................................................... 36043
354 ................................................... 34429
401 ................................ . .............. 36423
417 .................................................. 36423
661 ....................... ** .... .......... 34755
725 .......... 36044
792 .......... 33676
908 .............. 34103,35469.36428,37679
910 ........ 34430,35646,36593,37981
919 ........................ 34103
926 ................... 35259,37981
930 ................................................... 34104
945 ................................................... 33676
948 ................................................... 37982
967 ................................................... 35019
981 ........................................ 36593,36885
991 ................................................... 36044

7 CFR-Continued
1036 ............ ; ................................... 33897
1040 ............. .......... 36045
1071 ............. . . ............ 36235
1421 .................. 34757,36046
1427 .......................... 34104,34762,36236
1435 ................................................. 37419
1446 ................................................. .35469
1701 ................................................. 35647
1806... ; ................ 34430
1904 ................. ... 36594
1918 ................................. ; ............. 36885
1924 ................................................ 36885
1933 ................ ................................ 37983
1945 ...................................... 35648,36594
190 ............................................. . 35661

PROPOSED RULES:
722 ........................................ 35053
728 .................... 34483, 37458, 38013
-800 ........ ............ 36641
913 ......... ..... .......... 34483
927 ............................ 33732
989 ............................................ 33923
993 ............................................ 35053
1001 ............. 35490
1004 .............................. 35926,36101
1126 .................. ...................... 35047
14,21 ........... .......... 37458, 38013
1430..................... 34488
1701 . 35721,36106,38014,38015
1822 .............................. 33923,34489
1980 .............................. 34490,36952
2852 .................. 34490,35722, 38015

8 CFR

100 .........................
103 ............................
204..................................... 33677
212 ..................................................235 .......... : ........ ...............................

" oo................................................

9 CFR '
51. . .................=.........
73.

78=...........=°*o°**.,° o................ ........

92 .......................................... 35458
318....o...........................

PROPOSED RULES:
92 ..............

10 CFR
9 ...................
35 ..... ...........................

..... 33926

.o............

50 ..........................................
73 .......................................... 34765
205 ...................................... 33687
211...... ...........................................
212 .......................... ; ............. 33689
470 ...............................................

36237
36238
36238
36238
35259
36238
37173

33677
35020
34430
36049

,35682
33678

,34490

37420
37421
34764

,37421
,34433

33688
,33694

35020
PROPOSED RULES:

30 .............................................. 38025
40 ............................................. 38025
50 .................................. 37473,38025

10 CFR-Continued
PROPOsED RuiEs-Continued

70 ................................. 35321,38025
73 .............................................. 35321
205 ............................................ 36264
210 ............. .............................. 34786
211 ................... 34786,36264
212 ................................ 34786,36264
440 ........................................... 34493
473 .................. ........... 37203
500 ..................... 36280
600 ......... ............ 36962
1022 ....... ............. 36461

12 CFR
220 .................................................. 33899
226 ............................ 34111,35025,36052
261b ................................................. 34481
265 ................................................... 34481
545 ................................................... 35260
546 ................................................... 35262
563 .................................................. 35202
584 ................................................. 35262
613 ................................................. 36428
615. ................................................. 36052
701.......................... 33899,36239,37984

PROPOSED RULES:
225 ............................................ 36281
336 ............................................ 36461
563 ............................................ 36107
571 ............................................ 30107
611 ............................................ 3108
612 ....................................... 36108
701 ............................................ 33929

13 CFR
120............................................... 35907
121 .......................... , ........................ 36052
PROPOSED RULEs:

121 ......................................... 35944

14 CFR
39 ..................................................... 34766,

34770,35471-35473, 36429, 36430,
37679,37680

71 .................................................... 34114,
34770,34771,35474,36431,36432
36893-36896,37680,37682

73.................................................... 36896
75 .................................................... 36896
95 ..................... 34772
97 ............... 35475, 37683
202 ................................................... 34115
205 ................................................... 34116
207 ................. 36598
208 ................................................... 36599
212 ................... 34116,36600
.213 ................................................... 34116
214 ................... 34117,36601
216 ................................................... 34117
217 .............................................. 36602
221 ............................ 34117,34442,36053
241 .................................................. 36602
249 ........................ 36602
312 ................................................... 34119
371 ................................................... 36603
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372a .................................................. 36603
373 ................................................... 36603

375 ................................................... 34119
378 ................................................... 36603
378a... ............ ............................... 36604
380 ..................... 36604
384 .... .................... 34119
385 ........ 34120
389...... ........ .......... 36618
399 ... ................ 35026,36053
1204 ....................... 34122
1245 .................. ...... ........... 34122

PROPOSED RULES:

Ch. II ....................................... 34788
21 .............................................. 36461
25 ...................... 36461,37703,37958
39 .................................. 34786,34787
43 .............................................. 36461
45 .............................................. 36461
63 ............................................ 36464
65 .................................. 36461,36464
71 .............................................. 34157,

35944, 36471, 36972, 36973,
37705-37711

73.. ............ ...... 35945
75 .......... .34158,35946,36471
91 ............................................ 36461
121........................................... 35518,

36461,36464,37703,37958
127 ................................ 35518, 37958
135 ............................................ 36461
137 ..................... 37958
221 ............................................. 34788
241 ............................................ 33733
242 ............................................ 33733
249 ............. 33733
291 ............................................ 33733
302 ............................................ 34788
312 ........................................... 38025
399 ............................................ 35490

15 CFR

371 ........................ 35027
373 ................................................... 35028
377 ................................................... .36618
378 ................................................... 35028
379 ........................................ 33699,35029
399.' ................... ...................... 33699
909 .................................................. 36240
917 .................................................. 35029

16 CFR

1 .......................... 35683
4 .......................... 35683
13 ........................................ ......... 33900,

34124,35262,36432,37174,37429
,702 ........ ........................ 35684
801 ........... ........ 34443,36053
802 ................... 34443,36053
803 .. . .... 34443,36053
1115....................... ..... .............. 34988
1209 ................................................. 35240
1500........................................... 33701

PROPOSED RULES:
4 ................................................ 36054
13 ......... ................... 33931,

35054, 35338, 35339, 36281,
36642,36973,37712

259 ............................................ 34496
423 .......................................... 27459
439 ........................................... : 35341
453 ............................. : ............. 34500

16 CFR-Continued

PRoPosED RuL s-Continued

460 ............................................
461 ......................................
1118 ........................................
1306 ........................................

17 CFR

37203
37203
35440
37713

CII ................. 33904
1 ....................................................... 36897
18 ..................................................... 37431
200 ........................................ 36621,36897
211 ................................................... 36900
229 ................................................... 34407
239 ................................................... 34412
240 ....................................... 33906,34413
249 ................................................... 34413

PRoPosED RUIES:
16 .............................................. 37714
32 .............................................. 37715
229 ............................................ 34415
230 ............................................ 35730
240 ................................ 33935,34790
241 ............................................ 34790
249 .................... 34790,37460,38026
250 ............................................ 35490
256 ............................................ 35490
270 ............................................ 36643

18 CFR

1 ............................................ 35907,36434
3 ....................................................... 36435
35 ..................................................... 36437
141 ................................................... 35911
157 ................................................... 36437
201 ................................................... 35911
216 ..................... ....... 35911
260 ........................................ 34454,35911
803 ................................................... 34127

PRoPosED RTs:
2 ................................................ 36471
157 ............................................ 36471

19 CFR

4 ....................................................... 36621
12 ..................................................... 36054
101 ........................................ 36055,36056
111 ................................................... 34454
112 ................ 36057
153 ................................................... 35262
159 ........................ 37685

PROPOSED RULES:
101 ........................................... 36108
200 ............................................ 34159
201 ............................................ 34159

20 CFR

404 ............................ 33705 34455, 34777
410 ................................................... 34778
620 .................... 36058
715 ................................................... 36772
717 ................................................... 36772
720 ................................................... 36772
725 ................................................... 36772
727 ...................... 36818

PROPOSED RUILE. :
404 ................................ 35344, 36110
416 ............................................ 36478

21 CFR

5 ...................... 36060
81 ....... .......... ..... .... .... .... ......-... 36061

131 ............................. 36622
182 ............... 36063
184 ..... ........... 36063
193 ............................... 35915
201 .......... ....... 37985
207 ............................. . ... ..... 37997
314 .............. ........ 37985
436 ....................... 34456
446 ............................ 34456
510 .............................................. 35685
520 ................................... . 35685,36622
526 .......................... ........ 37170
539 ................. . ............. 38000
540 ................... 38000
558 ................... 34457,35686
561 ............................ 34457,35686,35915
573 .................................... 33707,33708
607 .............................................. 37997
610 .................. ..... 34457
640 .. ............ 34457
807 . ....................... 37997

PRoPosED Ruim:
10 .......... ............. 35056
16 ..................... 35056,35186,35210
54 .................................. 35210
56 ........... ............. 35186
71 . .. . ...... 35186,35210
73 ............. ......... 36064
170 ......... .................. 35210
171 .............................. 35186,35210
180 ................ 35186,35210
182 .................... 34500,35731,36644
184 ........................... 34500,35731
186 ................. 35731,36644
211 ....................................... 36644
310 ......... ..... 35186, 35210
312 ............................. 35186,35210
314 ................ 35186, 35210
320 ................... 35056,35186,35210
330 .............................. 35186, 35210
347 . ........ 34628
352 ......................... 38206
361 . ... 35186,35210
430 ............................. 35186, 35210
431 ................................ 35186,35210
505 ............................... 35731, 36645
510 ....................... 35210
511 ............................ . 35210
514 .................... 35210
539 ............................... 35731,36645
548 ................................ 35731,36645
558 ...................................... 35059
570 .............................. 35210
571 ................................. 35210
601 . . ......... 35186, 35210
610 ................................ . 35731
630 ................................ 35186, 35210
660 ..................................... 35731
812 ....... ..................... 35056
821 ....................................... 36644
1003 .............................. 35186,35210
1010 .. . ........ 35186,35210
1308 .............................. 34503,35734

22 CFR

Ivu ....... ..................... .

23 CFR

260 ......
626 ......
630 ......
ar, n

0OUulz

35477
35030
31460
35031

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978

...........................................

.......,. ..... °.°... .... . °-

......................,....... ..... 

............. ...... ...... ... ..... ......



23 CFR-Continued
PROPOSED RULES:

480 ............................................ 35008
625 ............................................ 37556
635 ........................... ............... *36645
646 ................................. 35008,35491

24 CFR

81 ..................................................... 36200
203 ................................................... 33906
204 ................................................... 33906
280 ................................................... 35265
570 ................................................... 34056
571 ................................................... 34751
600 ................................... .............. 34057
803 ................................................... 35162
880 ........................ 33880
881 ................................................. 33880
883 ................................................... 33880
888 ................................................... 35162
1914 ...................................... 36066,.36901
1915 .......................... 36241-36243,36905
1917 ...................................... 35267-35278
1920 ...................................... 35916-35920

PROPOSED RULES:
570 ............................................ 34424
1917 .......................................... 35060-

35069, 35491-35502, 36478-
36485

25 CFR
113 ................................................... 37175
258 ........................................ 35278,37431
271 ................................................... 37440
272 ................................................... 37445
273 ................................................... 37445
274 ................................................... 37445
275 ................................................... 37446
276 ................................................... 37446
277 .................................................. 3.7447

PROPOSED RULES:
41 .............................................. 35346
153 ............................................ 36647
271 ............................................ 37464
272 ............................................ 37464
273 ............................................ 37464
274 ........................................... 37464
276 ..... .... ...... ................ 37464
277 ............................................ 37464

26 CFR

1 .................... 34128,35279,36244,37450
7 ............................................ 35920,36244
301 ........................................ 37717,38002
PROPOSED RULES:

1 .............................................. 33936,
33937, 35735, 35949, 36111,
36977,37204,38027

55 .............................................. 37204
301 .......................................... t 33937

27 CFR

4 ....................................................
18 ..............................................
194 ...................................................
250 ....................... * ...........................
251 .................................................
28 CFR

37672
37180
37180
37180
37180

0 ................................ 36068,36438,37686
16 ..................................................... 36439
50 ..................................................... 38290
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PROPOSED RULES:

Ch. V ............................ ........... 34062
16 ...... ........................... 35347,36486

29 CFR
70a ................................................... 36069
89 ............................... .................... 33708
98 ..................................................... 34462
575 ................... 36623,37180
1607 ................................................. 38290
1910 ...................................... 35032,35035
1928 ................................................ 35035
1952 ...................................... 34463,36624
2520 ................................................. 35042

PROPOSED RULES:

-800 ............. *,o°°°°,°°..........
2200............. ............
2201................... .............
2520 ..........................................

30 CFR

44 .....................................................
211 ...................................................
610....................................
PROPOSED RULES:

Ch. VII...................................
48 ..... ....... ............
715 ....... ...................

38029
36854
36854
38032

35687
37181
35477

36114
34504
38035

31 CFR
PROPOSED RULES:

10 .................................. 34161, 38045

32 CFR

44 ........................................ ...
49....... ........ .............
56 .......................................o o .......
57........... ........... o........
63................... ...........
64.... ................................
71........ ............
72 .....................................................
83........................
84.......... ..............
86o...................................
93o.......... ....................
95 .............o.....................................
96................................. ..............
120....... ..........................
123 .....................................
125 .............................
136 ..........................I..*-:'-*
139............... .. .........................
142 ..............................................
158 ...................................................
173...................................................
178 ...................................................
210o....................................
213oooooo... oo. oo.oooo............................
235 ............................................ : ......
240...............................................
241 ...................................................
250 ...................................................
254 ..................................................
265 ..................................................
266 ...................................................
267 ...................................................
280 ...................................................
90A

36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
36245
3624536245

553 ........................................ 35043,35922
706 ....................................... 33709,36070
811a ................................................. 33907

32 CFR-Contlnued
822 ................................................... 37686
837 ................................................... 35477
875 ................................................... 36924
885 ................................................... 35687
888 ................................................ 36071
952 ................................................... 33908
953 ........................ 33912
1466 ....................... 35280

PROPOSED RULES:
552 ......................................... 33749
553 ................................ 35069,35950

33 CFR
25 ..................................................... 36930
110 .................................................. 35480
127 ................................................... 3768 9
183 ....................................... 36440,36441
222 ................................................... 35480
PROPOSED RULES:

126 ............................................
128 ...................................
204 .. ..............................
209 ............................................

36 CFR

7 ...............................................

34362
06480
36283
34162

35482
223 ................................................... 38008
262 .................... 36245
PROPOSED RULES:

7 ................................................ 35070
21 .............................................. 35071

37 CFR
2 ....................................................... 35482
201 ........................................ 35044,37451

38 CFR

36......................................
35280
37197

PROPOSED RULES:

3 ...........................................%.. 34505
17 .............................................. 38046
21 .................................. 37204,38046

39 CFR

PRoPosED RULES:

111 .................... 35949,37205,38049
40 CFR
22 ..................................................... 34730
52 ..................................................... 33912-

33918,34129-34131,34463-34470,
35694,36245,36247,36624-36627,
36930-36932

55 ..................................................... 35922
60 .......................................... 34340,34784
86 ..................................................... 37970
118 ........................................ 36628,38008
119 ................................................... 36628
162 ................ ............ 34471,37610
180 ................ ........ 35309,

35696.,35697, 35923, 36628-36629
209 ................................................... 34132
228 ................................................ 33711
730 ................................................... 36249
761 ................................................... 33918

PROPOSED RULES:

6 ....................... 37078
22 ........................................... 34738
25 .............................................. 34794
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40 CFR-Continued

PoPosED RUs-Continued

35 ...................... 34794
51 .................. .......................... 34892
52 .............................................. 34892,

35072, 35347, 35952, 35956,
36114,36 203,38049

53 .............................................. 34892
58 .............................................. 34892
60 .................................. 34349,34892
62 ......................... 33749
65 ............................................. 33750-

33754, 34506, 35502-35508,
35957, 35961, 36284, 36649-
36654,37468, 380&0-38056

87............................................. 36978
105 ............................................ 34794
120 ..................... 35735
122 ............................................ 37078
123 ........................................... 37078
124 ............................................ 37078
125 ..................... 37078
163 .............. 37336
180 .................... 34163,

34804, 35348, 35349, 35963,
36655

249 ............................................ 34794
405 ............................................ 37570
406 ............................................ 37570
407 ........................................... 37570
408 ............................................ 37570
409 ........................................... 37570
411 ..................... '37570
412 ..................... 37570
413 ..................... 33940
418 ..................... 37570
422 ............................................ 37570
424 .......................................... 37570
426 ............................................ 37570
427 ............................................ 37570
432 ................ ..... 37570
761 ................ ..... 38057

41 CFR

CIL 3 .............................................. 33712
Ch.101 ............................... 33713,33892
1-16 ................................................. 35310
4-1 ................................................. 37454
5B-3 ................................................ 37197
14H-70 ........................................... 37455
60-3............. .......... 38290
101-17.......... ....... 34139,35484
101-36 ............................................. 34140
101-44 ......................................... 38008
114-52 ....................... ..................... 36933
PROPoSED RuLEs:

3-1 ............................... 33761,33940
3-4 ............................................ 33940
3-7 ..................... 33940
60-20 ........................................ 38057
101-28 ...................................... 36488
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[6325-011

Title 5-Administrative Personnel

CHAPTER I-CIVIL SERVICE
-COMMISSION,

PART 213-EXCEPTED SERVICE

National Foundation on the Arts and
the Humanities

AGENCY: Civil Service Commission.

ACTION: Final rule.

SUMMARY: The titles of two posi-
tions of Humanist Administrator in
the Office of State Programs, National
Endowment for the Humanities, are
changed to Director and Deputy Di-
rector, Division of State Programs, to
reflect additional duties resulting from
upgrading of the office to divisional
level

EFFECTIVE DATE: August 11, 1978.

FOR FURTHER INFORMATION
CONTACT:

[3410-30]
Title 7-Agriculture

CHAPTER Il-FOOD AND NUTRITION
SERVICE, DEPARTMENT OF AGRI-
CULTURE

SUBCHAPTER A--CHILD NUTRITION
PROGRAMS

EAmdLt. 33

PART 226-CHILD CARE FOOD
PROGRAM

Two Percent Audit Funds
AGENCY: Food and Nutrition Service,
USDA.

ACTION: Final rule.
SUMMARY: The Department is Issu-
ing this amendment in order to imple-
ment a provision of Section 14 of Pub.
L. 95-166, enacted on November 10,
1977. That provision and this amend-
ment provide for funds to be made
available to State agencies which ad-
minister the Child Care Food Program
to be used to conduct audits of partici-
pating child care institutions.

EFFECTIVE DATE: August 25, 1978.

FOR FURTHER INFORMATION
Michael Sherwin, 202-632-4533. CONTACT:

Accordingly, 5 CFR 213.3282(b)(5) is Henry S. Rodriguez, Acting Director,
amended as set out below- Child Care and Summer Programs

Division, Food and Nutrition Service,
§ 213.3282 National Foundation on the USDA, Washington, D.C. 20250, 202-

Arts and the Humanities. 447-8211.
SUPPLEMENTARY INFORMATION:
The Office of Management and
Budget Circular A-102 provides that,

(b) National Endowment for Me Hu- prior to fiscal year 1978, audits of
.b) Ntioa grantees must be conducted on a 'rea-

inanities ** * -sonable frequency" basis. It further
(5) Until September 30, 1980, one Di- provides that, beginning with fiscal

rector, one Deputy Director, and five year 1978, such audits must be carried
Humanist Administrators, Division of out at least once every 2 years. In rec-
State Programs. ognition of the added financial burden

this latter, more specific requirement
(5 U.S.C. 3301, 3302; EQ 10577, 3 CFR 1954- would place on State agencies adminis-
1958 Comp., p. 218.) tering the program, provision was

Uxn STATES CrvIr SERv- mado in Pub. T. 95-166 to make funds
available to help defray related costs.

fcE COAMISSON. It was determined that the amount
JAMUS C. SPRY, should be equal to 2 percent of pro-

ExecutiveAssistant gram funds 'used by the individual
to the Commissioners. State agency in the second fiscal year

prior to the year in which the money
[FR Doc. 78-23571 Filed 8-2-78; 8:45 am] would be made available.

In addition, the Department under-
stands the legislative intent in this
regard to include the use of the funds
provided hereunder for administrative
reviews of participaing institutions.
The regulatory amendment so pro-
vides, with the stipulation that the
State agency satisfy its audit require-
ment before using these funds for re-
views.

Finally, It should be noted that in
accordance with section 7(e) of the
Child Nutrition Act of 1966, as amend-
ed by Pub. L. 95-166. funds which are
allocated to the States for the current
fiscal year shall be carried over into
fsc;l year 1979 and used for audits
and reviews conducted during that
year.

This amendment is nondiscretionary
because of the legislative mandate.
For this reason, it is made without
proposed rulemaking and a public par-
ticipation procedure. -

Accordingly, part 226 is amended as
follows:

1. In § 226.4. paragraph (d) is added
as follows.

§ 226.4 Payment of food assistance funds
to States.

(d) Within 15 days after issuance of
this amendment, and on the first day
of each fiscal year following the issu-
ance of this amendment, the Secretary
shall make available by Letter of
Credit to each State agency an
amount equal to two percent of the
program reimbursement*paid to insti-
tutions within the State during the
second fiscal year preceding the fiscal
year in which these funds are made
available for the purpose of conduct-
ing audits of institutions participating
in the program in accordance .with
§226.27(f). Funds available to each
State in fiscal year 1978 that are not
obligated or expended in fiscal year
1978 shall remain available for obliga-
tion and expenditure by that State in
fiscal year 1979. For fiscal year 1979.
and the succeeding fiscal year, the
Secretary shall establish a date by
which each State shall submit to the
Secretary a plan for the disbursement
of funds under this section for each
such year, and the Secretary shall
reallocate any unused funds as evi-
denced by such plans, to other States
as the Secretary deems appropriate.
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In § 226.27, paragraph (f) is added as
follows:

§ 226.27 Management evaluations and
audits.

* * * * *

(f) In conducting audits for any
fiscal year the State agency shall use
the funds provided for in § 226.4(d)
first to meet the fiscal audit require-
ments outlined in this section. Costs
pertaining to such audits shall not be
borne in whole or in part by the insti-
tution. Audits ptovided for herein
shall be fiscal audits and shall be con-
ducted in accordance with the Secre-
tary's guidelines. After fulfilling the
audit requirements, any remaining
funds may be used by the State
agency to conduct administrative re-
views of program operations in institu-
tions.

* S= * * ==

(Catalog of Federal Domestic Assistance
Programs No. 10.558.)

NoTE.-The Food and Nutrition Service
has determined that this document does not
contain significant proposals requiring prep-
aration of an economic impact statement
under Executive Order 11821 and Office of
Management and Budget Circular A-107.

Dated: August 17, 1978.

CAROL TucKER FoRmAN,
Assistant Secretary.

EFR Doc. '78-23656 Flied 8-24-'78; 8:45 and

[3410-30)

PART 245-DETERMINING ELIGIBILITY
FOR FREE AND REDUCED PRICE
MEALS AND FREE MILK IN
SCHOOLS

Racial Identification

AGENCY: Food and Nutrition Service,
USDA.
ACTION: Interim rule.

SUMiVIARY: This interim regulation
amends part 245 to provide that State
agencies require school food authori-
ties which will participate in the
formal Department of Health, Educa-
tion and Welfare (DHEW) Public
School Civil Rights Survey, October
1978, to gather racial and ethnic data
on applicants for free and reduced
price meals served under the national
school lunch program and school
breakfast program. State agencies may
allow such school food authorities the
option of requesting the parents on
the free and reduced price meal appli-
cation to voluntarily self-identify their
child's racial or ethnic Identity.-

DATE: This interim regulation will
become effective upon signature, to be
assured of consideration by the De-
partment in the formulation of the
final regulation, comments on this in-

RULES AND REGULATIONS

terim regulation must be postmarked
by January 15, 1979.
ADDRESS: Comments should be sent
to Margaret O'K. Glavin, Acting Di-
rector, School Programs Division,
PNS, USDA, Washington, D.C. 20250,
202-447-8130.
FOR FURTHER INFORMATION
CONTACT:

Margaret O'K. Glavin, Acting Direc-
tor, School Programs Division, FNS,
USDA, Washington, D.C. 20250, 202-
447-8130.

SUPPLEMENTARY INFORMATION:
Title VI of the Civil Rights Act of 1964
prohibits discrimination on the
grounds of race, color, or national
origin in programs receiving Federal
assistance. The authority of the Attor-
ney General to coordinate enforce-
Vient by Federal departments and
agencies of title VI was defined in Ex-
ecutive Order 11764 of January 21,
1974. The Department of Justice de-
veloped regulations (28 CFR 42) to im-
plement this authority. These regula-
tions require the collection of data on
the race and ethnicity of applicants
for and recipients of Federal assist-
ance. The major purposes of such data
collection are to measure the accurual
of program benefits to all eligible per-
sons and to assure that benefits are
equitable and are made available with-
out regard to race, color, or national
orgin.

The collection of racial and ethnic
data' to determine compliance with
title VI is well founded both in regula-
tions and in judicial precedent.

FNS collected racial and ethnic data
for public schools until 1975 on the
FNS form 87. The form was terminat-
ed at that time because it proved to be
an effective data collection method.
FNS has now entered into an agree-
ment with DHEW to conduct a joint
data collection activity, In an effort to
satisfy requirements in this area and
simultaneously to reduce unnecessary
paperwork. This activity -will be part
of the formal DREW Public School
Civil Rights Survey beginning in the
1978-79 school year and will involve
approximately 59,000 public schools.
Pursuant to the agreement, records in
survey schools will be reviewed to de-
termine the racial and ethnic back-
ground of applicants for free or re-
duced price meals under the National
School Lunch and School Breakfast
Programs.

Therefore, the Department is
amending 7 CPR Part 245 to provide
for State agencies to require school
food authorities of schools 'in the
DHEW survey to develop procedures
to gather information on the racial
and ethnic Identification of children
for whom applications for free and re-
duced price meal benefits are filed.
While visual surveys are the least in-
trusive method of collecting data on
race and ethnicity of applicant chil-
dren, State agencies may allow such

school food authorities to request par-
ents on the free and reduced price
meal application to voluntarily self-
identify the racial or ethnic identity of
their child provided that the letter to
parents and application contain the
specific wording prescribed by these
regulations which describes why the
data is being collected. Parental re-
sponse to such a request is purely vol-
untary. In no event will failure to re-
spond on the part of the applicant
affect the child's eligibility for free or
reduced price meal benefits.

COmAENT PERIOD

Comments are invited from State
agency and local school personnel and
the general public, and are especially
encouraged from those persons direct-
ly affiliated with schools participating
in the survey.

Commentors should address their re-
marks to the provisions and other
areas of concern contained in these
interm regulations and Indicate
whether they are associated with
schools participating in the survey.
While these regulations must be im-
plemented in the 1978-79 school year
to conform to other regulatory re-
quirements, comments will be especial-
ly helpful to the Department in asses-
ing the provision prior to the develop -
ment of final program regulations.

All written submissions received will
be made available for public inspection
at the School Programs Division, Food
and Nutrition Service, during regular
business hours (8:30 a.m. to 5 p.m.,
Monday through Friday) (7 CFR
1.27(b)).

Accordingly, part 245 is amended by
adding a new § 245.13 "Special re-
sponsibilities of State agencies."

§ 245.13 Special responsibilities of State
agencies.

(a) State agencies shall require
school food authorities of schools se-
lected for participation in the Depart-
ment of Health, Education, and Wel-
fare Public School Civil Rights Survey
to gather information on the race and
ethnicity of children for whom appli-
cations for free and reduced price
meals are filed.

(b) To comply with the provisions of
§ 245.13(a) above, State agencies at
their discretion may permit such
school food authorities the option of
requesting parents on application
forms to voluntarily self-Identify the
race or ethnicity of their child for
whom application is being made. Par.
ents' provision of this information is
purely voluntary and failure to pro-
vide this information will not affect
the eligibility for benefits of the child
for whom application is made. School
food authorities shall develop alterna-
tive means of providing racial and
ethnic data for applicants when such
information is not voluntarily pro-
vided by parents on the application.

(c) School food authorities in such
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survey schools which are granted tie
option by the State agency and wisb
to request that the parents voluntarily
self-identify the race or ethnicity o
their children on the application form
shall include the following statement
on the letter to parents: "A survey hs
being conducted in your school to col-
lect racial and ethnic data on appli
cants. This information is voluntary
and will not affect your child's eligibil-
ity. This information is being collected
to be sure everyone receives school
meals on a fair basis, without regard
to race, color, or national origin."
Such schools shall also include the for-
lowing statement on the application:
"Please check in the space provided
the racial or ethnic identity of your
child(ren). This information is volun-
tary and will not affect your child's
eligibility. This information is being
collected only to be sure that everyone
receives school meals on a fair basis,
without regard to race, color, or na-
tional origin." Schools which provide
for racial and ethnic identification
data collection of applicants by means
other than parental self-identification
need not include the aboVe statements
on the application or parental letter

(d) Participation in the survey shall
not affect reimbursement or individual
eligibility for program participation or
benefits. The data collected shall be
confidential and shall be used solely to
determine the equitable distribution
of benefits without regard to race,
color, or national origin.
(Catalog of Federal Domestic Assistance No.
10.555.)

Nov.-The Food and Nutrition Service
has determined that this document does not
contain major proposals requiring prepara-
tion of an economic impact statement under
Executive Order 11821 and OMB Circular
A-107.

Dated. August-22, 1978.
CAROL Tucsn PR K A,

AssistantSecretary.
EFR Doc. 78-23947 Filed 8-24-78; 8:45 am]

[3410-02]
CHAPTER IX-AGRICULTURAL MAR-

KETING SERVICE (MARKETING
AGREEMENTS AND ORDERS;
FRUITS, VEGETABLES, NUTS), DE-
PARTMENT OF AGRICULTURE

(Lemon Regulation 160]

PART 910-LEMOiS GROWN IN
CALIFORNIA AND ARIZONA

Limitation of Handling
AGENCY. Agricultural Marketing
Service, USDA.
ACTION: Final rule.

SUMMARY: This regulation estab-
L lishes the quantity of fresh California-

Arizona lemons that may be shipped
to market during the period August
27-September 2, 1978. Such action is
needed to provide for orderly market-
Ing of fresh lemons for this period due
to the marketing situation confronting

, the lemon industry.

* EFFECTIVE DATE: August 27,1978.

* FOR FURTHER INFORMATION
CONTACT.

* Charles R. Binder, 202-447-6393.

SUPPLEMUNTARY INFORMATION:
Findings. Pursuant to the marketing
agreement, as amended, and Order No.

. 910, as'amended (7 CFR part 910), reg-
ulating the handling of lemons grown
in California and Arizona, effective
under the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), and upon the basis of
the recommendations and information
submitted by the Lemon Administra-
tive Committee, and upon other Infor-
mation, It is found that the limitation
of handling of lemons, as hereafter
provided, will tend to effectuate the
declared policy of the act.

The committee met on August 22,
1978, to consider supply and market
conditions and other factors affecting
the need for regulation and recom-
mended a quantity of lemons deemed
advisable to be handled during the
specified week. The committee reports
the demand for lemons continues good
on 165's and larger, and easier on 200's
and smaller.

It Is further found that it is imprac-
ticable and contrary to the public In-
terest to give preliminary notice,
engage In public rulemaking, and post-
pone the effective date until 30 days
after publication in the F=LiL RG-
iSTER (5 U.S.C. 553), because of insuffi-
cient time between the date when in-
formation became available upon
which this regulation is based and the
effective date necessary to effectuate
the declared policy of the act. Inter-
ested persons were given an opportuni-
ty to submit information and views on
the regulation at an open meeting. It
is necessary to effectuate the declared
purposes of the act to make these reg-
ulatory provisions effective as spec-
fled, and handlers have been apprised
of such provisions and the effective
time.

§ 910.460 Lemon Regulation 160.
Order. (a) The quantity of lemons

grown in California and Arizona which
may be handled during the period
August 27, 1978, through September 2,
1978, is established at 250,000 cartons.

(b) As used in this section, "han-
died" and "carton(s)" mean the same
as defined In the marketing order.

(Ses. 1-19. 48 stat. 31, as amended; 7 US.C.
601-674.)

Dated: August 23, 1978.
CHAsLES R. BnADER,

Deputy Director, Fruit and Vege-
table Division, Agricultural
Marketing Sermice.

(FR Doc. 78-24277 Filed 8-24-78 1M36 am]

[3410-02]

PART 926-TOKAY GRAPES GROWN
IN SAN JOAQUIN COUNTY, CALIF.

Expenses and Rate of Assessment

AGENCY: Agricultural Marketing
Service, USDA.
ACTION: Final rule.
SUMMARY: This regulation autho-
rizes expenses and rate of assessment
for the 1978-79 fiscal period to be col-
lected from handlers to support activi-
ties of the Industry Committee which
locally administers the marketing
order for Tokay grapes grown in San
Joaquin County, Calif.

'DATES: Effective April 1, 1978,
through March 31, 1979.

FOR FURTHER INFORMATION
CONTACt

Charles R. Brader, 202-447-6393.

SUPPLEMENTARY INFORMATION:
Finding. Pursuant to marketing order
926. as amended (7 CFR Part 926), reg-
ulating the handling of Tokay grapes
grown in San Joaquin County, Calif,
effective under the Agricultural Mr-
ketlig Agreement Act of 1937, as
amended (7 U.S.C. 601-674), and upon
the basis of the recommendations and
information submitted by the Indus-
try Committee established under the
order, and upon other information, it
is found that the expenses and rate of
assessment, as hereafter provided, will
tend to effectuate the declared policy-
of the act.

§926.218 Expenses and rate of assess-
menL

(a) Expenses that are reasonable and
likely to be incurred by the Industry
Committee during fiscal year April 1,
1978, through March 31, 1979, will
amount to $116,856.50.

(b) The rate of assessment for said
year payable by each handler in ac-
cordance with § 926A6 is fixed at $0.10
per No. 38L grape lug (as specified in
§ 1380.19 of the regulations of the
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California Department of Food and
Agriculture) or equivalent quantity of
Tokay grapes.

It is further found that it is imprac-
ticable and contrary to the public in-
terest to give preliminary notice,
engage in public rulemaking, and post-
pone the effective date until 30 days
after publication in the FEDERAL REG-
IsTER (5, U.S.C. 553), as the order re-
quires that the rate of assessment for
a particular fiscal year shall apply to
all assessable Tokay grapes handled
from the beginning of such year which
began April 1, 1978. To enable the In-
dustry Committee to meet fiscal obli-
gations which are now accruing, ap-
proval of the expenses and assessment
rate is necessary without delay. Han-
dlers and other interested persons
were given an opportunity to submit
information and views on the expenses
and rate of assessment at an open
meeting of the committee. It is neces-
sary to effectuate the declared pur-
poses of the act to make these provi-
sions effective as specified.
(Sees. 1-19, 48 Stat. 31, as amended (7 U.S.C.
601-674).)

Dated: August 21, 1978.
CHARIES R. BRAVER,

Deputy Director, Fruit and Vege-
table Division, Agricultural
Marketing Service.

[FR Doe. 78-23913 Filed 8-24-78; 8:45 am]

[3410-02]

[Area No. 2]

PART 948-IRISH POTATOES GROWN
IN COLORADO

Handling Regulation

AGENCY: Agricultural Marketing
Service, USDA.
ACTION: Final rule.
SUMMARY: This regulatiop requires
fresh market shipments of potatoes
grown in Colorado-Area No. 2 to be
inspected and meet minimum grade,
size, and maturity requirements. The
regulation will promote orderly mar-
keting of such potatoes and keep less
desirable qualities and sizes from
being shipped to consumers.
EFFECTIVE DATE: September 1,
1978.
FOR FURTHER INFORMATION
CONTACT:

Charles R. Brader, Deputy Director,
Fruit and Vegetable Division, AMS,
U.S. Department of Agriculture,
Washington, D.C. 20250, telephone
202-447-6393.

SUPPLEMENTARY INFORMATION:
Marketing agreement No. 97 and order
No. 948, both as amended, regulate the

RULES AND REGULATIONS

handling of potatoes grown in desig-
nated counties of Colorado Area No. 2.
It is effective under the A&ricultural
Marketing Agreement Act of 1937, as

"amended (7 U.S.C. 601-674). The Colo-
rado Area No. 2 Potato Committee, es-
tablished under the order, is responsi-
ble for Its local administration.

Notice of proposed rulemaking was
published in the July-25, 1978, FEDER-
AL REGISTER (43 FR 32139) inviting
comments by August 9, 1978. None was
received.

This regulation is based upon recom-
mendations for regulations made
through October 31, 1978, made by the
committee at Its public meeting in
Monte Vista, Colo., on June 22, 1978.

The grade, size, maturity, and in-
spection requirements specified herein
are similar to those issued during past
seasons. They are necessary to prevent
potatoes of low quality or less desir-
able sizes from being distributed to
fresh market outlets. They will benefit
consumers and producers by standard-
izing and improving the quality of the
potatoes shipped from the production
area.

Exceptions are provided to certain of
these requirements to recognize spe-
cial situations in which such require-
ments would be inappropriate or un-'
reasonable.

Shipments are permitted to certain
special purpose outlets without regard
to the grade, size, maturity, and in-

* spection requirements, provided that
safeguards are met to prevent such po-
tatoes from reaching unauthorized
outlets. Certified seed is exempt be-
cause requirements for this outlet
differ greatly from those for fresh
market. Shipments for use as livestock
feed likewise are exempt. Since no
purpose would be served by regulating
potatoes used for charity purposes,-
such shipments are exempt. Potatoes
for most processing uses are exempt
under the legislative authority for this
part.

Findings. After consideration of all
relevant matter presented, including
the proposal set forth in the aforesaid
notice which was recommended by the
Colorado Area No. 2 Potato Commit-
tee, established pursuant to said mar-
keting agreement and order, It is
hereby found that the handling regu-
lation, as hereinafter set forth, will
tend to effectuate the declared policy
of the act.

It is hereby further found that good
cause exists for not postponing the ef-
fective date of this section until 30
days after its publication in the FEDER-
AL REGISTER (5 U.S.C. 553) in that (1)
shipments of potatoes grown in the
production area will begin on or about
the effective date specified herein, (2)
to maximize benefits to producers, this
regulation should apply to as many
shipments as possible during the mar-

keting season, and (3) compliance with
this regulation, which is similar to
that in effect during previous market-
ing seasons, will not require any spe-
cial preparation on the part of persons
subject thereto which cannot be com-
pleted by the effective date hereof,

The regulation is as follows:

§ 948.380 Handling regulation.
During the period September 1,

1978, through October 31, 1978, no
person shall handle any lot of pota-
toes grown in Area No. 2 unless such
potatoes meet the requirements of
paragraphs (a), (b), and (c) of this sec-
tion, or unless such potatoes are han-
dled in accordance with paragraphs
(d) and (e), or (f) of this section.

(a) Minimum grade and size require.
ments.-(1) Round varieties. U.S. No.
2, or better grade, 2-inches minimum
diameter.

(2) Long varieties. U.S. No. 2, or
better grade, 17/-inch minimum diame-
ter.

(3) All varieties. Size B, if U.S. No, 1,
or better grade.

(4) All varieties for export. One and
one-half inch minimum diameter.

(b) Maturity (skinning) require-
ments.-(1) Russet Burbank and Red
McClure varieties. For U.S. No, 2
grade not more than "moderately
skinned" and for other grades not
more than slightly skinned."

(2) All other varieties. Not more than
"moderately skinned."
(e) Inspection. (1) No handler shall

handle any potatoes for which Inspec.
tion is required unless an appropriate
inspection certificate has been issued
with respect thereto and the certifi.
cate is valid at the time of shipment.
For purposes of operation under this
part it is hereby determined pursuant
to § 948.40(d) that each Inspection cer-
tificate shall be valid for a period not
to exceed 5 days following the date of
inspection as shown on the inspection
certificate.

(2) No handler may transport or
cause the transportation by motor ve-
hicle of any shipment of potatoes for
which an inspection certificate is re-
quired unless each shipment is accom-
panied by a copy of the inspection cer-
tificate applicable thereto and the
copy is made available for examina.
tion at any time upon request.

(d) Special purpose shipments. .(l)
The grade, size, maturity, and inspec.
tion requirements of paragraphs (a),
(b), and (c) of this section and the as-
sessment requirements of this part
shall not be applicable to shipments of
potatoes for:

(I) Livestock feed;
(ii) Relief or charity; or
(iii) Canning, freezing, and "other

processing" as hereinafter defined.
(2) The grade, size, maturity, and in.

spection requirements of paragraphs
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(a), (b), and (c) of this section shall Dated Aul
not be applicable to shipments of seed fective Sept
pursuant to § 948.6 but such shipments
shall be subject-to assessments. Deputy

(e) Safeguards. Each handler of po- table
tatoes which do not meet the grade, Afarke
size, and maturity requirements of EFR Do. 78-
paragraphs (a) and (b) of this section
and which are handled pursuant to
paragraph (d) of this section for any [3410-07] "
of the special purposes set forth there- -
in shall: CHAPTER

(1) Prior to handling, apply for and ADMINISI
obtain a certificate of privilege from OF AGRC
the committee;

(2) Fujnish the coinittee such re- SUBCHAF
ports and documents as requested, in- Ps
cluding certification by the buyer or PART, 19
receiver as to the use of such potatoes;
and PRO

(3) Bill each shipment directly to
the applicable processor or receiver. Subpart A-

(f) Minimum quantity. For purposes
of regulation under this part, each
person may handle up to but not to AGENCY:
exceed 1,000 pounds of potatoes with- tion, USDA.
out regard to the requirements of ACTION:In
paragraphs (a), (b), and (c) of this sec- SUM AY
tion, but this exemption shall not ministration
apply to any shipment which exceeds garding con
1,000 pounds of potatoes. projects fin

(g) Definitions. The terms "U.S. No. grants. The
1," "U.S. No. 2," "Size B," "slightly the contract
skinned," and "moderately skinned" of credit or
shall have the same meaning as when contract co
used in the U.S. Standards for Pota- permit an a
toes (7 CFR 2851.1540-2851.1566), in- those cases
cluding the tolerances set forth there- unable to o
in. The term "other processing" has ment bond c
the same meaning as the term appear- be exorbitar
Ing in the act and includes, but is not the project.
restricted to, potatoes for dehydration, cause of an
chips, shoestrings, starch, and flour. It EFFECTIV
includes only that-preparation of pota- However, cc
toes for market which involves the ap- on or before
plicationc of heat or cold to such an ADDRESS]
extent that the natural form or stabil- ments to tt
ity of the commodity undergoes a sub- agement Br
stantial change. The act of peeling, ministration
cooling, slicing, dicing, or applying ma- Washington
terial to prevent- oxidation does not comments
enstitute "other processing." Other notice will
terms used in this section shall have spection at t
the same meaning as when used in FOR FuI
Marketing Agreement No. 97, as CONTACT6
amended, and this part.

(h) Applicability to imports. Pursu- Mr. John
ant to section 8e of the act and §980.1, SUPPLEME
Import regulations (7 CFR 980.1), FmTA ame
Irish potatoes of the red-skinned of Subpart
round type, except certified seed pota- XVIII, Title
toes, imported into the United States Regulations
during the period September 1, 1978, scribes two
through October 31, 1978, shall meet tract suretS

where contthe minimum grade, size, quality, and obtain per
maturity requirements specified in bonds becat
paragraphs (a) and (b) of this section. little or no

(Secs. 1-19, 48 Stat. 31, as amended (7 U.S.C. ular type
601-674).) There have

rust 21, 1978, to become ef-
ember 1, 1978.

CHARER. b ma,
Director, Fruit and Vege-
Division, Agricultural

ting Service.
-23914 Filed 8-24-8; 8:45 am]

XVIII-FARMERS HOME
rRATION, DEPARTMENT
ULTURE %

'TER J-LOAN AND GRANT
OGRAMS (GROUP)

k--LOAN AND GRANT
IGRAMS (GROUP)

-Community Facility Loans

INcrERI RuLE

!armers Home AdmInistra

Lterlm rule.
The Farmers Home Ad-

amends its regulations re-
tracts for construction on
anced with loans and/or
amendment would permit

or to furnish a bank letter
a cash bond as surety for
rpletion. The intent is to
iternate form of surety in

where a contractor is
btain a performance pay-
r the cost of a bond would
it because of the nature of
This action is taken be-

adnilnistrative decision.
R DATE: August 25, 1978.
imments must be received
September 25, 1978.

1S: Submit written coin-
ie Chief, Directives Man-
anch, Farmers Home Ad-

USDA, Room 6316,
D.C. 20250. All written

made pursuant to this
be available for public in-
he address given above.

1,THER INFORMATION

Bowles, 202-447-7667.
]NTARY INFORMATION:
ids § 1933.18(a)(9)(il)(P)(3)

A, Part 1933, Chapter
,7 in the Code of Federal

This amendment pre-
additional forms of con-

'. There have been cases
actors have been unable to
formance and payment
use surety companies had
experlence with the partic-
of construction projects.
been other cases where

bonds were obtainable but at an exor-
bitant cost. The amendment permits a
qualified contractor to give a cash de-
posit in escrow or use a letter of credit
;s surety for contract completion. The
use of surety other than performance
and payment bonds will require prior
approval by the national office for
each case. It is the policy of the De-
partment that rules relating to public
property, loans, grants, benefits, .or
contracts shall be published for com-
ment, notwithstanding the exception
in 5 U.S.C. 553 with respect to such
rules. This amendment, however, is
being published effective on an inter-
im basis since the amendment relieves
a restriction and since any delay in irm-
plementing this amendment would be
contrary to the public interest by pre-
venting some qualified contractors
from bidding on publicly financed pro-
jects. Comments made pursuant to
this notice will be considered in the
development of the final rule. There-
fore, § 1933.18(a)(9)(1)(F)C3) is amend-
ed as follows.

§ 1933.18 Appendix B-Community facili-
ties-Planning, bidding, contracting,
constructing.

(a) 0 *
(9) Procurement, bidding, and con-

tract.
(II) * "

(3) In all contracts for construction
or facility improvement awarded in
excess of $100,000, the borrower shall
require bonds, a bank letter of credit,
or cash deposit in escrow, assuring per-
formance and payment of 100 percent
of the contract cost. The use of surety
other than performance and payment
bonds will require concurrence by the
national office after submission of a
suitable Justification by the State di-
rector together with the proposed
form of escrow agreement or letter of
credit. Such requests will be limited to
those types of projects, where the con-
tractor is unable to obtain a bond or
the cost would be exorbitant. For con-
tracts of lesser amounts the borrower
may require such surety. When a per-
formance and payment bond is not
provided, contractors will furnish evi-
dence of payment in full for all mate-
rials, labor, and any other items pro-
cured under the contract. Form. FmHA
424-10. "Release by Claimants," and
form FraHA 424-9, "Certificate of
Contractor's Release," may be ob-
tained at the local FmEEA office and
used for this purpose. The United
States, acting through the Farmers
Home Administration, will be named
as coobligee on all surety unless pro-
hibited by State law.

(7 U.S.C. 1989; delegation of authority by
the Secretary of Agriculture, 7 CFR 2.23;
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delegation of authority by Assistant Secre-
tary for Rural Development, 7 CPR 2.70.)

Dated: August 9, 1978.
GORDON CAVANAUGH,

Administrator,
Farmers Home Administration.

[FR Doe. 78-23916 Filed 8-24-78; 8:45 am]

[7535-01]

. Title 12-Banks and Banking

CHAPTER VII-NATIONAL CREDIT
UNION ADMINISTRATION

PART 701-ORGANIZATION AND
OPERATIONS OF FEDERAL CREDIT
UNIONS

Final Rule-Loan Origination Fees

AGENCY: National Credit Union Ad-
ministiation.
ACTION: Final rule.
SUMMARY: This rule amends the Na-
tional Credit Union Administration's
real estate lending regulation and es-
tablishes limits on loan origination
fees that Federal credit unions may
charge to borrowers. Permitting origi-
nating fees (commitment fees, process-
Ing fees, administrative fees) will allow
Federal credit unions to recover the
additional costs of originating real
estate loans.
EFFECTIVE DATE: This rekulatton is
to be effective September 25, 1978.
ADDRESS: National Credit Union Ad-
ministration, 2025 M Street NW.,
Washington, D.C. 20456.
FOR FURTHER INFORMATION
CONTACT:

Robert M. Fenner, Assistant General
Counsel, Office of General Counsel,
or Thomas C. Buckman, Examina-
tion and Insurance, at the above ad-
dress, telephone 202-632-4870 (Mr.
Fenner) or 202-254-8760 (Mr. Buck-
man).

SUPPLEMENTARY INFORMATION:
With the amendment of the Federal
Credit Union Act (12 U.S.C. 1751, et
seq.; hereafter "the Act") by Pub. L.
95-22, Federal credit unions Teceived
the authority to grant long-term real
estate loans with maturities up to 30
years. Pursuant to this authority the
Administration promulgated the real
estate lending regulation which
became effective May 8, 1978. The Ad-
ministration announced on April 7,
1978, that it proposed to amend the
real estate lending regulation to pro-
hibit loan origination fees and to re-
quire written notification where the
possibility of a refund exists (i.e., in
the event of early payment of a mort-
gage loan which has included "front-

end" charges). Public comment was in-
vited to be received on or before May
8, 1978. Thirty-five comments were re-
ceived, the majority of which were in
opposition to the proposed amend-
ment to the real estate lending regula-
tion. In response- to the public com-
ments the Administration has made
various changes in the proposed
amendment.

LOAN ORIGINATION FEES

Credit unions traditionally have not
assessed origination fees in connection
with consumer loans to their mem-
bers. In k~eping with this tradition,
the proposed regulation would have
prohibited such .fees in connection
with real estate loans. The vast major-
ity of commentors objected to this
proposal, noting: (i) That the costs of
originating mortgage loans are sub-
stantially greater than those for other
consumer loans, and (ii) certain in-
sured and guaranteed loan programs
regulate contract interest rates and
origination fees in a way that creates a
practical necessity of assessing the
fees in order for Federal credit unions
to be competitive with other lenders.

In response to the public comments
the Administration has determined
that within: certain limits Federal
credit unions will be allowed to assess
loan origination fees, in order to
recoup the additional costs of originat-
ing real estate loans. It is not the
intent of the Administration that loan
origination fees be used by Federal
credit unions to increase income. Ac-
cordingly, the Administration has de-
termined to allow loan origination fees
within specified limits (one-half of 1
percent of the loan amount except in
the case of insured or guaranteed
loans the loan origination fee may
equal 1 percent of the loan amount).
However, it is not the Administration's
intent to encourage the assessment of
such fees.

The Administration will carefully
monitor Federal credit union practices
in this regard, to assure that origina-
tion fees are assessed in a manner
which reflects actual origination costs.
Also, Federal credit union borroweks
are protected by the statutory 1 per-
cent per month ceiling on the effective
interest rate (inclusive of any origina-
tion fees or other service charges) on
all Federal credit union loans.

PREPAYmENT RETA

If a Federal credit union assesses
origination fees or other service
charges .on mortgage loans, these
charges must not cause the effective
interest rate to exceed the statutory
ceiling-1 percent- per month "inclu-
sive of all service charges." In the
event of prepayment of a loan with
origination fees or other "front-end"
service charges, the Federal credit

union must consider the impact of the
prepayment upon the effective rate
and make a rebate (or adjust the
amount of the final payment) If neces-
sary to stay within the 1-percent ceil-
ing.

The proposed amendment would
have required that Federal credit
unions provide affected borrowers
with a written notice of this potential
rebate. A majority 6f the commentors
objected to the written notice, citing
the cumulative Impact of such require-
ments upon both the creditor's paper.
work burden and the volume and com-
plexity of disclosures. Also, to the
extent that the front-end charges are
elements of the "finance charge"
within the meaning of the Federal
Truth in Lending Act and regulation
Z, disclosure of the method of rebate
of unearned charges (in the event of
prepayment) is already required by
§ 226.8(b)(7) of regulation Z. For these
reasons, the Administration has deter-
.mined to dispense with the written
notice proposal.

It should be understood that Federal
credit unions are nonetheless required
to make a rebate or adjustment in ap-
propriate cases, and that the Adminis-
tration will monitor compliance with
this requirement through its examina-
tion process.

Finally regarding the subject of re-
bates, the Administration's staff hopes
to issue specific guidelines in the near
future concerning compliance with the
above noted truth in lending require-
ment.

LAWRENCE CONNELL,
Administrator.

AUGUST 18, 1978.

(Sec. 107, 91 Stat. 49 (12 U.S.C. 1757): see,
120, 73 Stat. 635 (12 U.S.C. 1766); see. 209, 84
Stat. 1104 (12 U.S.C. 1789).)

Accordingly 12 CFR 701.21-6 is
amended as follows:

(1) Paragraph (c)(6) is added to the
regulation to read as follows:

*.4 * * 4S *

(C) * **

(6) A Federal credit union shall not
charge a loan origination fee in excess
of one-half of 1 percent of the loan
amount except that the loan origina-
tion fee charged on an insured or
guaranteed loan may equal up to 1
percent of the loan amount if author-
ized pursuant to law or regulation of
the insuring or guaranteeing agency.

[FR Doc. 78-23917 Filed 8-24-78; 8:45 am]
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[4110-03]
Title 21-Food and Drugs

CHAPTER [-FOOD AND DRUG AD-
MINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WEL-
FARE

SUBCHAPTER C-DRUGS- GENERAL

[Docket No. 78N-01091

PART 201-LABELING
SUBCHAPTER D-DRUGS FOR HUMAN USE

/ PART 314-NEW DRUG
APPLICATIONS

Prescription Drug Dispensing
Container Requirements

AGENCY: Food and Drug Administr-
tion.

ACTION: Final rule.
SUMMARY: This rule requires the
manufacturer of a prescription drug
product to include information on the
drug label telling the-pharmacist the
type of dispensing container needed to
maintain the identity, strength, qual-
ity, and purity of the drug product.
This brief description of the proper
container, e.g., light-resistant, well-
closed- or tight, is not required on
drug products intended to be dis-
pensed in the manufacturer's original
container.
EFFECTIVE DATE: Compliance with
this regulation may begin immediate-
ly. The regulation is effective for all
products introduced or delivered for
Introduction initially into interstate
commerce on or after August 27, 1979.
F.OR FURTHER INFORMATION
CONTACT:.

Robert D. Bradley, Bureau of Drugs
HFD-30, Food and Drug Administra-
tion, Department of Health, Educa-
tion, and Welfare, 5600 Fishers
Lane, Rockvlle, Md. 20857, 301-443-
5220.

SUPPLEMENTARY INFORMATION:
In the FEDERAL REGISTER of August 26,
1974, (39 FR 30844), the Commissioner
of Food and Drugs proposed to amend

S§ 1.106 (21 CFR 1.106, now 21 CFR
201.100, as recodified in the FEDERAL
REGISTER of March 22, 1977 (42 FR
15553)) and § 314.1 (21 CFR 314.1) to
include, as part of the prescription
drug product label, information direct-
ed to the pharmacist about the type of
container to be used in dispensing the
drug product to the patient. The pro-
posed requirements were scheduled for
Implementation in July 1975 to be con-
current with the implementation of
the United States Pharmacopeia
(U.S.P.) and the National Formulary
(N.F.) standards for tightness of seal

(well-closed or tight). The effective
date of these standards was delayed
until April 1, 1977 to ensure availabil-
ity of appropriate containers. The
Commissioner is allowing additional
time before Implementing the labeling
requirements because of concern over
the availability of prescription con-
tainers and because some manufactur-
ers may need additional time to deter-
mine the proper prescription container
and to make corresponding labeling
changes.

The Commissioner advises, however,
that the compendial standards for
tightness of seal are In effect, and
compliance with these requirements is
necessary at this time in accordance
with section 502(g) of the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 352(g)). These standards apply
to both the containers used by the
manufacturers and the containers
used by pharmacists for dispensing
certain compendial drugs. Manufac-
turers have always been required to
package drug products In containers
that protect the contents until the ex-
piration date or, if no expiration date
is shown, throughout the period of
normal shelf life until the container is
opened. The Commissioner believes
that the manufacturer's original con-
tainer will exceed the specifications
for tightness of seal as defined n the
official compendia.

Prior to the compendial standards
for tightness of container seals, no of-
ficial standards and test procedures
were established for determining
whether dispensing containers for pre-
scription drugs met the requirements
for specified types of containers as de-
fined In the U.S.P. and NP. The
staidards for tightness caused the
container manufacturing Industry to
develop a new container to meet these
requirements. Because of concern over
the availability of these prescription
containers' to the pharmacist, on
March 9, 1977 the Food and DrugAd-
ministration (FDA) recommended that
enforcement action under the tight-
container requirement be withheld if
spot shortages occurred. However,
there were no reports of shortages;
therefore, on July 18, 1977, FDA with-
drew its recommendation.

The Food and Drug Administration
received 23 responses to the proposal
from drug and container manufactur-
ers, pharmaceutical associations, gov-
ernment agencies, hospitals, and inter-
ested professionals. The substantive
comments received and the Commis-
sioner's conclusions concuring them
are discussed below.

1. Many of the comments stated that
the proposed' regulations would re-
quire the pharmacist to maintain a
costlier inventory of several types of
prescription drug containers, e.g., tight
containers and well-closed containers

In both child-resistant and non-child-
resistant form, and made of both clear
and light-resistant materials, in both
glass and plastic. One comment stated
that If one manufacturer designates
one type of container for a multi-
source drug and another manufacturer
specifies a different container for the
same drug, then the pharmacist would
be required either to stock duplicate
containers or to Ignore the instruc-
tions of one manufacturer.

The Commissioner does not believe
that this regulation alone will signifi-
cantly affect a pharmacist's inventory
of prescription drug product contain-
ers. Monographs for many compendial
drug products already specify contain-
er types to be used In packaging and
storing a drug product, e.g., light-resis-
tant container, tight container, and
well-closed container. Because these
packaging and storage requirements
apply to prescription drug products,
the pharmacist must already maintain
a complete Inventory of containers to
meet these 'compendial requirements
for dispensing compendial drug prod-
ucts. For a noncompendial drug prod-
uct, manufacturers should, if possible
use terminology defined n an official
compendium to describe a suitable
container for dispensing the product.
The Commissioner does not believe
that noncompendlal drug products
would require any types of dispensing
containers different from those re-
quired for compendial drug products.
This regulation, therefore, does not in-
crease the types of containers a phar-
macist needs to stock. Furthermore,
existing stocks of dispensing contain-
ers do not become obsolete because
not all drug products require the tight
containers; In many Instances, stocks
of older containers will meet the less
rigid well-closed container require-
mewits.

The Commissioner realizes that
manufacturers of similar drugs may
require different types of prescription
containers, because storage conditions
for a drug product are based on the
manufacturer's stability studies. The
requirements set forth by this regula-
tion would enable a pharmacist to
select the correct dispensing container
in these instances.

2. Several comments questioned the
feasibility of using a tight container in
conjunction with child-protective
packaging. The comments stated that
because most containers with caps for
child-protective packaging do not seal,'
greater air moisture movement occurs
with continued use. In addition, most
of these caps have an inner lining of
porous, sponge-foam plastic so that a
tight seal may not be possible.

The Commissioner advises that tight
containers are n use, including tight
containers with child-proof caps.
While many f the prescription drug
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containers for child-protective packag-
ing that were in use at the time of the
proposal did not meet the require-
ments of a tight container, the Com-
missioner has found that suitable con-
tainers are now available. Further, as-
stated previously, the U.S.P. and N.F.
container standards became effective
on April 1, 1977, and no shortages
have since been'reported.

3. One comment stated that when a
manufacturer markets a prescription
drug intended to be dispensed to the
patient in the manufacturer's original
container, the labeling should indicate
whether the container is child resis-
tant.

The Poison Prevention Packaging
Act of 1970 and the implementing reg-
ulations contained in part 1700 of title
16 of the Code of Federal Regulations
(16 CFR part 1700) require oral pre-
scription drugs to be in child-protec-
tive packaging when dispensed to a pa-
tient. Therefore, a statement indicat-
ing whether or not such a package is
child resistant would not be useful.
Further, the pharmacist is obligated
to dispense oral prescription drugs in
child-protective packaging unless oth-
erwise directed by the physician, by
the patient, or specifically exempted
by the regulations, e.g., oral contracep-
tives, nitroglycerin, and nitrosorbide.

4. Two comments recommended that
the regulations provide exemptions for
any manufacturer's package that com--
plies with poison prevention packaging
requirements.

The Commissioner does not agree
with this comment. He believes that
each dispensed drug product, whether
or not it is dispensed in a child-resis-
tant container, must be stored in a
container that will maintain the iden-
tity, strength, quality, and purity of
the drug product, He believes that this
comment may have been prompted by
the fact that few child-resistant con-
tainers met the tight-seal requirement
at the time this regulation was pro-
posed. This situation has changed.
The temporary lack of child-resistant
containers was a primary reason that
the U.S.P. and N.F. delayed the imple-
mentation of the container require-
ments until April 1, 1977. There now
are sufficient child-resistant contain-
ers that also meet the tight-seal re-
quirements.

5. Several comments requested that
FDA provide a reasonable period of
time for compliance. Some commenth
thought that special containers would
be available only after a reasonable
transition period. One comment stated
that because packaging that is both
tight fitting and child protective is not
available, dispensing pharmacists
would be required to break the law
when dispensing certain drug prod-
ucts. Comments also requested a rea-
sonable transition period to allow drug

manufacturers to exhaust present
label inventory and make the neces-
sary modifications in new labeling.

The Commissioner notes that the
concern over possible shortage was
limited to tight containers. Since the
U.S.P. and N.F. requirements became
effective on April 1, 1977, which is
almost 2 years after the originally
scheduled effective date, FDA has not
received any reports of shortages of
containers. As previously mentioned,
FDA had recommended that enforce-
ment action be withheld if shortages
occurred, but because none were re-
ported, FDA recommended that com-
pendial requirements for prescription
containers be enforced. The require-
ment that manufacturers label pre-
scription drugs to designate the proper
container will not significantly in-
crease the demand for tight contain-
ers; most prescribed drugs are subject
to container standards as provided by
a U.S.P. or N.F. monograph.

The Commissioner is, however, al-
lowing sufficient time before imple-
menting the labeling requirements for
prescription containers so that manu-
facturers can exhaust their label in-
ventory and devise new labeling.

6. Several comments were concerned
that the container requirements would
be costly to both the container indus-
try and the consumer. One comment
stated that at the time the N.F. pro-
posed the. tight container standards
for drug. packaging, no plastic vials
(either child-resistant or regular type)
could have met the levels for moisture
vapor transmissions, and 80 percent of
the containers were of styrene vials.
Therefore, to meet the requirements
by July 1975, as, originally planned,
massive replacement of these vials
would be necessary. A container manu-
facturer's analysis of the top 200 drug
products dispensed in 1973 indicated
that over 70 percent would require
tight containers. It was then thought
desirable for the pharmacist to stock
only "tight" containers, but this
action would create a demand for
about 1.6 billion capsule and 1.9 billion
tablet containers per year. Another
container manufacturer stated that in
1975, only its wide-mouth powder jars
and glass capsule bottles that closed
with continuous threaded closures
could meet the tight container re-
quirements, and they represented only
about 5 percent of their styrene vial
sales. Further, the comment stated
that to meet the tight container re-
quirements, replacement in tools, ma-
chines, new buildings, and ancillary
production equipment would require 2
to 3 years to implement. In addition, a
capital investment of $1.5 million to $3
million would be involved. Another
manufacturer estimated that the cost
of the vial would be increased from 30
percent to 100 percent, and this cost

would have to be passed to the con-
sumer. Two national container manu-
facturers' associations estimated that
the new capital investment necessary
for the container industry to achieve
full compliance would exceed $14 mil-
lion. That total represented new man-
ufacturing equipment, write-off of
some eRisting machinery, plant re-
quirements, and new closure capacity.
These two comments stated that the
impact to the consumer and container
industry would be moderated If an ap-
propriate transition period were
adopted.

The Commissioner believes that the
stay until April 1, 1977, granted by'the
U.S.P. and N.F. in implementing their
container requirements, has lessened
the burden that would have been Im-
posed on drug and container manufac-
turers if these requirements had been
imposed at an earlier date. Sufficient
containers complying with the com-
pendial standards are now available,
The Commissioner, while not disput-
ing the economic impact figures pre-
sented by the container manufactur-
ers, believes that the additional 2-year
transition period provided for contain.
er manufacturers to meet the demands
for the various containers for drugs
other than official compendial drugs
has been more than reasonable. Nei-
ther the inflationary impact that
would be imposed upon container
manufacturers nor the total impact to
industry, government, and consumers
is considered a major economic impact
as defined in Executive Orders 11821
and 11949, OMB Circular A-107, and
guidelines issued by the Department
of Health, Education, and Welfare.

7. One comment contends that the
scope of the proposed regulation
should be expanded to cover over-the
counter (OTC) drugs, cosmetics, no-
tions, and sundries to preserve their
identity, strength, quality, and purity,
on the theory that all are stored to-
gether in a pharmacy and in the home
medicine chest. The example was
given that a non-prescription drug
normally requiring only a well-closed
container may be significantly affect-
ed by extraneous vapors from a highly
efflorescent or volatile Item stored
beside It.

The Commissioner does not agree
with this comment. A labeling require-
ment indicating the type container to
use would not serve a useful purpose,
because OT, drugs and cosmetics are
normally sold in the manufacturer's
original package. With respect to OTC
drugs,- good manufacturing practice
regulations require these products to
be packaged to preserve the products'
original Identity, strength, quality,
and purity. Iikewise, manufacturers of
cosmetics would use the most suitable
container for their products.
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8. Two comments indicated that the
regulation failed-to differentiate be-
tween prescription drugs dispensed by
a pharmacist and those administered

'by a licensed practitioner. One of the
Comments recommended that pro-
posed § 201.100(b) be reworded to ex-
plain the difference. One comment
stated that pharmacists would not
need to know the type of container in
which to dispense a drug product such
as an anesthetic used in surgical set-
tings or a topical fluoride used by a
dentist.

The Commissioner concludes that
the regulation does distinguish be-
tween drugs dispensed by a pharma-
cist and those drugs usually adminis-
tered by a licensed practitioner. The
last sentence of § 201.100(b) says that
the statement specifying the type of
container to be used is not required
for unit-dose or unit-of-use packaging
or any other packaging format in
which medication is dispensed in the
manufacturer's -original package. A
package containing an injectable prod-
uct, for example, would not need the
statement. Therefore, these comments
are not accepted.

9. Three comments were concerned
with the practice of unit-of-use and
single-dose packaging. They stated
that hospital pharmacists, in particu-
lar, have been packaging drugs in
single-unit doses with increased fre-
quency over the last few years. The
comments stated that pharmacists do
not have readily available information
about the permeability of unit-of-use
or single-dose containers. One com-
ment stated that single-unit contain-
ers are sometimes kept for as long as 5
weeks.

The Commissioner advises that this
rule 'does not apply to single-unit or
unit-of-use containers. If a manufac-
turer markets a drug in a unit-of-use
or single-unit package that is intended
to be distributed to the patient in the
manufacturer's original package, the
manufacturer is required to use a con-
tainer that will maintain the strength,
identity, and purity of the packaged
drug. If the hospital pharmacist re-
packages a drug into unit-of-use or
single-unit containers, that person
should also use-containers or packag-
ing materials appropriate for the par-
ticular drug. A statement in the drug
labeling about the type of container to
be used for repackaging the drug, even
though intended for the pharmacist
dispensing the drug in a multiple-unit
container, will aid the hospital phar-
macist in selecting the proper packag-

-ing material
10. Some comments suggested a

money savings by not requiring con-
tainer specifications on drug products
that are stable even if subjected to
stresses of moisture, heat, and light.
One comment recommended that only

drugs with stability problems require
container specifications.

The Commissioner rejects these sug-
gestions. If the labeling does not in-
clude container specifications, the
pharmacist cannot always be assured
that the manufacturer considered the
necessity of such specifications. The
integrity of most, if not all, drugs may
be compromised by dispensing in unsa-
tisfactory containers; thus, it is nei-
ther appropriate nor readily feasible
to identify drugs with known stability
or handling problems and apply con-
tainer specifications only to them.

11. One comment expressed the
opinion that the regulations would
provide container directions to phar-
macists when the original container is
inappropriate for dispensing. The com-
ment stated that the wording "is dis-
pensed" in § 201.100(b) implies that
the package must 'be dispensed to be
exempt from the requirement, despite
the fact that the package was designed
and is suitable for use as a patient
package. It was suggested that the
wording be changed to show that con-
tainer directions are not required for
prescription drugs whosd original
package Is designed and suitable for
dispensing to patients, without repack-
aging.-

The Commissioner concludes that
the intent of the regulation as pro-
posed is the same as that recommend-
ed in this comment. To avoid confu-
sion, the Commissioner accepts this
comment and has revised this provi-
sion accordingly.

12. One comment recommended that
liquids be exempt from the labeling re-
quirement, because a liquid Is usually
dispensed in an amber-colored glass
bottle with a screw top and would
automatically meet the requirements
for light resistance and tight seal.

The Commissioner does not agree
with this recommendation. If liquids
were exempt from the container speci-
fication requirement, the pharmacist
might attribute the absence of such a
statement to a lack of importance in
choosing the appropriate container.
With container specifications directly
on the manufacturer's label, the phar-
macist can more readily determine
which container is appropriate.

13. One comment stated that manu-
facturers of drug products have long
been responsible for proper packaging
and labeling of their products but
have little control over subsequent re-
packaging and storage by pharmacists.
The comment, therefore, saw no prac-
tical benefit from the proposed label
requirement and suggested that It
would be more effective to establish
pharmaceutical grade container specl-
fications that would be developed, fin-
plemented, identified, and guaranteed
by the container manufacturer.

Both phamacists and drug manufac-
turers are responsible for packaging a
drug product in accordance with pack-
aging requirements specified in the
monographs for drug products recog-
nized in the official compendia. In the
absence of compendial specifications,
the pharmacist often has little or no
information on which to base the se-
lection of a suitable container. For
this reason, FDA considers it appropri-
ate to require that such information
be available to the pharmacist for all
drugs. As stated in the preamble to
the proposal, the Commissioner be-
lieves that the manufacturer of a drug
product is the person best able to
imform the pharmacist of what consti-
tutes a suitable container for that
product. The label statement directed
to the pharmacist, as required by this
regulation, is therefore considered
necessary to enable the pharmacist to
select a container for dispensing a
drug product that is adequate to main-
tain the product's original identity,
strength, quality, and purity.

14. One comment recommended the
standardization of a phamaceutical
grade multiple-dose container line of
bottles, vials, and closures that would
satisfy basic light-resistance, weight,
and tight-closure characteristics for
most oral preparations. Other com-
ments suggested urging pharmacists to
use only tight containers, and one
comment stated that the burden to
show adequate stability in anything
less than a tight conthiner should rest
upon whoever proposes to dispense or
recommend dispensing in anything
less.

The Commissioner advises that this
regulation does not preclude a phar-
macist from dispensing drug products
in containers having specifications of
higher quality than that designated by
the manufacturer. The Commissioner
believes that the suggestion to use
only tight containers may simplify the
pharmacist's job; however, FDA lacks
the authority to require that drug con-
tainers exceed actual packaging needs
of the drug involved. Because the
Commissioner believes that the types
of containers needed for noncompen-
dial drugs do not differ greatly from
those already required to be used by a
pharmacist for compendial drugs, this
regulation does not impose any addi-
tional burden on pharmacists in main-
taining an adequate inventory of dis-
pensing containers.

15. Several comments indicated that
the pharmacist is the person best able
to select an appropriate container in
certain situations. One comment ques-
tioned the statement from the propos-
al that the manufacturer is most able
to determine the best prescription con-
tainer for a particular product and
pointed out that pharmacists have
years of professional training to equip
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them in making dispensing decisions.
Further, the cbmment stated that the
manufacturer's original container is
an excellent reference source as to the
type of container to be used -for the
drug. Therefore, the pharmacist would
be able to make a comparison in se-
lecting a container that would not un-
reasonably jeopardize the purity and
quality of the drug product. Several
comments stated that the proposal
failed to consider prescriptions that
are to be consumed immediately or in
a matter of hours and that the phar-
macist would be most able to select
the proper container in this situation.

While not disputing a pharmacist's
expertise or judgment, the Commis-
sioner contends that manufacturers
are best able to recommend the appro-
priate prescription container for a par-
ticular product. Because manufactur-
ers are required to do stability studies
on the product, they already have
available much of the data needed to
determine the proper prescription con-
tainer. It would be extremely difficult
to predict the time within which it
would be permissible for a product re-
quiring tight closure to be dispensed
instead in a well-closed container. Fur-
ther, there is no assurance that a
product will be entirely used within a
prescribed time. With regard to the
pharmacist comparing a container to
the manufacturer's original container,
such a comparison would provide some
information as to the type of closure
needed, but it would not be necessarily
adequate. Manufacturers package
their products to assure their integri-
ty, through seals or other means, to
protect the products under varying
condition of storage and handling.
The Commissioner therefore main-
tains that the pharmacist should give
careful attention to the manufactur-
er's directions for container selection.

16. One comment stated that the dis-
cretionary -language about the type of
container to be used could vitiate the
U.S.P. container program.

The Commissioner disagrees with
this comment. If a drug is subject to a
U.S.P. or X.F. monograph, the state-
ment in the labeling specifying the
type of container to be used has to be
consistent with any wording in the
monograph. Therefore, this regulation
is consistent with the U.S.P.'s contain-
er program. In the case of drugs not
subject to a U.S.P. or N.F. monograph,
the manufacturer's statement directs
the pharmacist to use a type of con-
tainer that is specified for that partic-
ular drug.

17. Five comments suggested that la-
beling statements specifying appropri-
ate containers should not be required
until the level of required protection is
known and subject to drug mono-
graphs, or until some other specific de-
termination has been made that re-

quirements such as a tight container
are needed. One comment recommend-
ed that the regulation require the la-
beling statement for only those drugs
that need special handling, protection,
or storage when dispensed to a patient
and which are not subject to compen-
dial storage requirements specifying
the type of container.

The CommisSioner believes that for
proper enforcement of the act, pre-
scription drug products must be la-
beled to specify the appropriate con-
tainer to assure that they are dis-
pensed in a manner that provides
maximum protection to the consumer.
The U.S.P. and NF. contain mono-
graphs specifying containers for many
drug products. For drug products not
subject to an official monograph, the
manufacturer can determine the
proper container. A container cannot
be specified unless stability data are
available. The manufacturer should
know the type of container necessary
to maintain the stability of its prod-
uct. If the manufacturer fails to iden-
tify the appropriate container for a
drug product, the pharmacist has no
assurance that the proper container
was considered. Whether the drug is
recognized in an official compendium
should not be a basis for determining
the need for' the container statement.

18. One comment suggested that la-
beling requirements specifying appro-
priate prescription containers could be
best enforced under the Consumer
Product Safety Act.

The Commissioner disagrees with
this comment. The Food and Drug Ad-
ministration, not the Consumer Prod-
uct Safety Commission, has the au-
thority to require drug manufacturers
and pharmacists to package prescrip-
tion drugs in containers that maintain
the identity, strength, quality, and
purity of the drug. Under section 502
of the act, a drug is misbranded if it it
does not comply with the packaging
requirements of paragraphs (g), (h),
and (p); and under section 501(a)(2)(B)
of the act, a drug is adulterated if it is
not manufactured under current good
manufacturing practice.

19. One comment suggested record-
ing § 201.100(b) to show that- the man-
ufacturer's directions about containers
are merely for informational purposes
and do not have to be followed by the
pharmacist. Another comment was
concerned that if the manufacturer's
directives were followed in all in-
stances, it would frustrate the phar-
macist's professional capabilities and
would not benefit the patient; if, how-
ever, the pharmacist chose not to
follow the manufacturer's "sugges-
tion," the pharmacist would be ex-
posed to an increased risk of liability.

The container statement is more
than a suggestion to the pharmacist.
Section 503(b) of the act does not ex-

elude compendial drug products from
the labeling and packaging require-
ments of section 502(g). The products
are misbranded if they are not pack-
aged in the specified containers. More-.
over, the pharmacist should be aware
that a manufacturer's directive for a
particular type of container Is derived
from research demonstrating that
such a container is suitable for the
drug product. The Commissioner be-
lieves that readily available container
specifications will be more of a benefit
than a problem because they will save
the pharmacist time. The Commission.
er fails to understand how providing
pharmacists with packaging informa-
tion frustrates or adversely reflects
upon the professional training of the
pharmacist.

20. Two comments objected to the
wording "Dispense (name of drug
product) in containers which (state.
ment of specifications which clearly
enable the dispensing pharmacist to
select an adequate container)". The
comment interpreted this statement as
allowing, or even mandating, drug
manufacturers to prescribe particular
materials, dimensions, or other specifi.
cations for drug containers.

It is not the intent of the regulation
to require a statement specifying the
particular materials or dimensions for
drug containers. The statement of
specification is intended to be a state-
ment by the manufacturer that indi-
cates the typ& of container to be used
for the drug, e.g., well-closed, tight,
light-resistant. A drug whose stability
is critical enough to require the type
of detail mentioned by the comment
should be packaged for dispensing
from the manufacturer's original con-
tainer.

21. One comment stated that all
drugs should be required to show an
expiration date or date of manufac-
ture on the immediate container be-
cause, for container specifications to
be effective, the pharmacist must
know the age of the drug.

The Commissioner maintains that
expiration dates should be on all pre-
scription drugs and included such a re-
quirement in the proposed current
good manufacturing practice regula.
tions published in the FEDERAL REais-
ER of February 13, 1976. It is expect-
ed that a final order regarding this
proposal will be published soon.

22. Three comments stated that this
regulation would further crowd the
wording on labels, resulting in other
important information being less dis.
cernible. One comment recommended
that a universal container code should
be devised, such as "Storage A" (or B,
C, D, E, etc.), so that the label could
fulfill this requirement but not crowd
the present wording. Two comments
recommended against repeating the
name of the drug in the directions
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specifying the type of container to be
used.

The proposal for a code system to
signify the type of dispensing contain-
er to be-used is a novel idea. The Com-
missioner is not certain of its value or
feasibility, and invites comments con-
cerning such a system. No action will
be taken on this comment at this time.

The Commissioner does not believe
that the brief statement specifying
the type of container would crowd the
wording in existing labels to such an
extent that it would compromise other
information on-the label. If the imme-
diate container is too small or other-
wise unable to accommodate a label
and still have enough space to bear all
other required information, the regu-
lations provide for alternative meth-
ods for placement of this information.
To save space, however, the Commis-
sioner is deleting from the require-
ments for container specifications a re-
quirement that the name of the drug
be stated.

23. One comment recommended that
the required container dispensing in-
formation be permitted anywhere in
the labeling. It was stated that such a
statement on the label was unneces-
sary and would distract the pharma-
cist from other- information on th
label-

The Commissioner concludes that it
is particularly important that the con-
tainer information be placed on the
immediate container label of any drug
product large enough to bear such a
statemfent. Small packages are often
stored in an outer package on the
pharmacist's shelf and the container
informationis readily available, either
on the outer- package or on an insert.
If the package is so small that it would
be exempted from having other man-
datory statements on the label, the
pharmacist would automatically refer
to the accompanying labeling. By con-
trast, drugs packaged in larger imme-
diate containers are often stored only

--in the manufacturer's original contain-
er and the pharmacist dispenses there-
from. In these cases, the only readily
available container information would
have to be on the label.

The potential environmental effects
of this action have been carefully con-
sidered, and the FDA has concluded
that the action will not significantly
affect the quality of the human envi:
ronment. This action is one of a type
for which the agency has determined
that the preparation of an environ-
mental impact statement is not re-
quired, except in rare and unusual cir-
cumstances (21 CFR 25.1(f)(12)). Ac-
cordingly, the preparation of an envi-
ronmental impact analysis report for
this action is not required under 21
CFR 25.1(g).

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 502, 505,
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701(a), 1050-1053 asamended, 1055 (21%
U.S.C. 352, 355, 371(a))). and under au-
thority delegated to the Commissioner
(21 CFR 5.1), chapter I of title 21 of
the Code of Federal Regulations is
amended as follows:

1. In part 201 by amending § 201.100
by revising paragraph (b)(6) and
adding a new paragraph (b)(7) to read
as follows:

§ 201.100 Prescription drugs for human
use.

(b) *
(6) An identifying lot or control

number from which it is possible to de-
termine the complete manufacturing
history of the package of the drug.

(7) A statement directed to the phar-
macist specifying the type of container
to be used in dispensing the drug prod-
uct to maintain its identity, strength,
quality, and purity. Where there are
standards and test procedures for de-
termining that the container meets
the requirements for specified types of
containers as defined in an official
compendium, such terms may be used.
For example, "Dispense In tight, light-
resistant container as defined In the
National Formulary". Where stand-
ards and test procedures for determin-
ing the types of containers to be used
in dispensing the drug product are not
included in an official compendium,
the specific container or types of con-
tainers known to be adequate to main-
tain the Identity, strength, quality,
and purity of the drug products shall
be described. For example, "Dispense
in containers which (statement of
specifications which clearly enable the
dispensing pharmacist to select an
adequate container)": Provided, how-
ever, That in the case of containers
too small or otherwise unable to ac-
commodate a label with sufficient
space to bear all such Information, but
which are packaged within an outer
container from which they are re-
moved for dispensing or use, the Infor-
mation required by paragraph (b) (2),
(3), (5), and (7) of this section may be
contained in other labeling on or
within the package from which It is to
be dispensed; the information referred
to in paragraph (b)(1) of this section
may be placed on such outer container
only; and the information required by
paragraph (b)(6) of this section may
be on the crimp of the dispensing
tube. The information required by this
paragraph (b)(7) is not required for
prescription drug products packaged
in unit-dose, unit-of-use, on other

- packaging format In which the manu-
facturer's original package Is designed
and -intended to be dispensed to pa-
tients without repackaging.

a • a a 0
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2. In part 314:
a. Section 314.1(c)(2) is amended by

adding a new Item 4.g. in form FD-
356H to read as follows:.

§ 314.1 Applications.

(C) " •

(2) • •

FD-356H

g. If the drug is limited in its labeling to
use under the professional supervision of a
practitioner licensed by law to administer It,
Its label shall bear a statement directed to
the pharmacist specifying the type(s) of
contalner(s) to be used in dispensing the
drug to maintain Its Identity, strength, qual-
ity, and purity so as to be in 6onformance
with the provislons of §201.100(b) (21 CFR
201.100(b)).

b. Section 314.8 is amended by
adding new paragraph (a)(5)(xi) to
read as follows:.

§ 314.8 Supplemental applications.

(a)' a a

(5) a " a
(xi) Change in the label to provide

for a statement directed to the phar-
macist specifying the type(s) of
container(s) to be used in dispensing
the drug to maintain its Identity,
strength, quality, and purity.

Effective date: Compliance with this
regulation may begin immediately.
The regulation is effective for all prod-
ucts introduced or delivered for intro-
duction initially into interstate com-
merce on or after August 27, 1978.

In accordance with Executive Order
12044, the ec6nomic effects of this
final rule have been carefully ana-
lyzed, and It has been determined that
the final rule does not involve major
economic consequences as defined by
that order. A copy of the regulatory
analysis assessment supporting this
determination is on file with the Hear-
ing Clerk, Food and Drug Administra-
tion.

Dated: August 18, 1978.

WnLIAM F. RANDoLP,
ActingAssociate Commissioner

forRegulatory Affairs.
PR Doe. '78-23756 Filed 8-24-78; 8:45 am]
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[4110-03]

SUBCHAPTER H-MEDICAL DEVICES

[Docket No. 77N-0255]

MEDICAL DEVICE LISTING

Final Rule
AGENCY: Food and Drug Administra-
tion.
ACTION: Final rule.
SUMMARY: This document sets forth
the procedures for the listing of medi-
cal devices under the Medical Devices
Amendments of 1976. The rule estab-
lishes who must list devices, the times
for listing, how devices must be listed,
and other necessary procedural re-
quirements.
EFFECTIVE DATE: October 10, 1978.
FOR FURTHER INFORMATION
CONTACT:

Thomas V. Kelley, Bureau of Medi-
cal Devices (HFK-124), Food and
Drug Administration, Department of
Health, Education, and Welfare,
8757 Georgia Avenue, Silver Spring,
Md. 20910, 301-427-7190.

SUPPLEMENTARY INFORMATION:
The proposal upon which this final
regulation is based was published in
the FDERAL REGISTER of September
30, 1977 (42 FR 52808), with correc-
tions published October 7, 1977 (42 FR
54574), November 1, 1977 (42 FR
57137), and December 2, 1977 (42 FR
61287). Interested persons were given
until November 29, 1977 to comment.

Eighteen comments were received on
the proposal. The issues most often
raised concerned the definition of a re-
stricted device, the clarification of var-
ious other definitions, the require-
ments for -maintenance of the histori-
cal file, and the requirement for semi-
annual updating.

The final regulation is being adopted
substantially as proposed, although
several changes have been made in re-
sponse to the comments and to clarify
the language of the regulation.

DEFINITIONS

1. Five comments objected to the
definition of the term "restricted
device" in proposed § 807.3(i) (21 CFR
807.3(i)). These comments stated that
the Commissioner of Food and Drugs
must designate restricted devices by
regulations promulgated under section
520(e) of the act (21 U.S.C. 360j(e))
and could not, except by such regula-
tions, designate all prescription de-
vices under § 801.109 (21 CFR 801.109)
as restricted devices.

The Commissioner maintains that
the devices that were .prescription de-
vices under § 801.109 became restricted'
devices under section 520(e) of the act
by operation of law on the date of en-

,actment of the Medical Device Amend-
ments of 1976.

The issue, however, has been under
litigation. In three related cases,
Becton, Dickinson and Company v.
Food and Drug Administration,
United States v. Becton, Dickinson
and Company, and In the Matter of
Establishment Inspection of Bard-
Parker Division of Becton, Dickinson
and Company, the U.S. District Court
for the Northern District of New York
ruled that FDA must issue regulations
classifying devices as "restricted de-
vices." 448 F. Supp. 776 (N.D. N.Y.
1978), appeal docketed, No. 78-6109
(2d Cir. June 5, 1978). The government
is appealing that decision to the U.S.
Court of Appeals for the Second Cir-
cuit.

Subsequent to the Becton decision,
two other U.S. District Courts have
ruled on the prescription/restricted
device issue. In both cases, the courts
declined to follow the Becton decision.

The U.S. District Court of the Cen-
tral District of California sustained
FDA's position that heart pacemakers,
which previously were prescription de-
vices, are now "restricted devices," and
granted FDA access to related records.
In the Matter of the Establishment In-
spection of American Technology, Inc.,
No. CV 78-1727-LEW (C.D. Cal., filed
June 14, 1978).

The U.S. District Court for the Dis-
trict of Massachusetts granted a
motion to quash an administrative
warrant sought by FDA for records re-
lating to endotracheal tubes on the
basis that the warrant was too general.
On the restricted device issue the
Court held:

I find, however, the device in question is a"restricted device" by reason of having been
limited to use by prescription only prior to
the enactment of 21 U.S.C. 360j [and] Is cov-
ered by 21 CFR 801.109. I decline to follow
Becton, Dickinson v. FDA, 448 F. Supp. 776
(N.D. N.Y., 1978).

In Re: Administrative Warrant
Issued to the Food and Drug Adminis-
tration on July 27, 1978 Regarding
Portex, Inc. (D. Mass., filed July 28,
1978). The issue is pending also in two
related cases before the U.S. District
Court for the Western District of Mis-
souri. United States v. Sherwood Medi-
cal Industries, Inc., et al. (No. 77-0890-
CV-W-Z) and In the Matter of Estab-
lishment Inspection of Sherwood Medi-
cal Industries, Inc. (No. 77-0265-CV-
W-Z). The -definition of "restricted
device" in § 807.3(i) is consistent with
the Commissioner's position in those
proceedings.

2. Two comments suggested the defi-
nitions of "representative sampling of
advertisements" and "representative
sampling of any other labeling" in pro-
posed § 807.3 (k) and (1), respectively,
need- clarification because the phrase,
"gives a balanced picture of," is con-

fusing. One comment suggested that
these definitions are unnecessary and
that the Commissioner should be re-
quired to specify the nature of the ad-
vertisement and labeling material
whenever the agency makes a specific
request for labeling and advertise-
ments.

The Commissioner agrees that the
definitions need clarification. There-
fore, the phrase, "a balanced picture
of," has been deleted from § 807.3 ()
and (I) in the final regulation. Howev-
er, the Commissioner rejects the sug-
gestion that these definitions are un-
necessary because they are needed to
explain terms used in § 807.31(e) (2)
and (3) of the final regulation (21 CI
807.31(e) (2) and (3)). Section 510(J)(1)
of the act (21 U.S.C. 360(j)(1)) requires
only that a "representative sampling"
of advertisements and labeling be sub-
mitted with device lists (Form FD-
2892). Therefore, the Commissioner Is
not required to specify the nature of
the advertisements and labeling to be
submitted. Section 807.31, which
allows owners or operators to maintain
the advertisements and labeling in a
historical file for their convenience,
does not impose any additional legal
requirements on the Commissioner to
specify the nature of the advertise-
ments and labeling. However, FDA re-
quests for representative sampling of
advertisements or any other labeling
will, to the extent possible, specify the
nature and the basis for the request to
further aid the owner or operator in
submitting advertisements and label-
mg.

3. One comment asked why labels
and package inserts were excluded
from the definition of "representative
sampling of any other labeling" in pro-
posed § 807.3(1). Another comment
questioned how the labeling for an
electronic instrument, which consists
of nameplates, technical manuals (or
instruction sheets), specification
sheets, and advertisements relates to
the terms "label," "package insert,"
and "any other labeling."
-The Commissioner realizes that both

the terms "label" and "package insert"
are included wlthx the term "label-
ing," as defined in section 201(m) of
the act (21 U.S.C. 321(m)). Neverthe-
less, section 510(j)(1)(B)(ii) of the act
provides that "the label and package
insert * * * and a representative sam-
pling of any other labeling" are re-
quired (see § 807.31(e)(3)). Thus, "any
other labeling" includes written, print-
ed, or graphic matter (other than the
label or package insert) (1) upon any
article or any of Its containers and
wrappers or (2) accompanying such ar-
ticle (e.g., specification sheets, mainte-
nance manuals, technical manuals
which do not give instructions for the
use of the device, and catalogs),
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In reference to the comment con-
cerning electronic devices, the Com-
missioner notes that the definitions of
"label" and "labeling" in section 201
(k) and (m) of the act, respectively, are
controlling. To simplify greatly, a
"label" is written information on, or
attached to, a device; a "package
insert" is any labeling accompanying
the device that gives instructions for
its use. ("Labeling" is a broad term en-
compassing both "label" and "package
insert.") Therefore, for electronic de-
vices, nameplates would be considered
labels; technical manuals that include
instructions, for use or instruction
sheets that accompany the device
would be considered package inserts;
and specification sheets would be "any
other labeling"--other than labels or
package inserts. Advertisements would
not be 'qabeling" unless they accompa-
ny the device.

4. A new definition has been added
to the final regulation. The term "ma-
terial change" has been added to
§ 807.3 as paragraph (m) to clarify, re-
vised § 807.31(b). This is discussed fur-
ther under the comments relating to
proposed § 807.31.

WHO MUST LIST
5. One comment proposed that X-

ray manufacturers be exempted from
listing X-ray equipment and parts
with the Bureau of Medical Devices
because they are listed with the
Bureau of Radiological Health.

The Commissioner rejects this pro-
posal. Part 1002 of Title 21 of the
Code of Federal Regulations (21 CFR
Part 1002), governing records and re-
ports issued under the authority of
section 360A of the Public Health
Service Act (42 U.S.C. 263i), provides
for initial and annual reports to the
Bureau of Radioldgical Health. How-
ever, the reports only provide informa-
tion on operational characteristics of
electronic products relating to radi-
ation emission. The authority in sec-
tion 510 of the act is much broader. It
authorizes the Commissioner to re-
quire the submission of labeling (as set
forth in § 807.31(a) and (b)) not merely
information relating to electronic
product radiation safety. In addition,
firms must supply other information
on Form FD-2892, e.g., -classification
name and number. Because the regula-
tions issued under section 360A of the
Public Health Service Act do not pro-
vide for the submission of information
required by these regulations, the
Commissioner concludes that owners
or operators of firms producing equip-
ment regulated by both the Bureaus
of Radiological Health and Medical
Devices must complete Form FD-2892
in its entirety. To eliminate duplica-
tion of requirements, the Bureau of
Medical Devices will review.initial and
annual reports submitted to the
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Bureau of Radiological Health under
part 1002 before contacting owners or
operators for labeling and advertise-
ments.

6. Section 807.20(a) (21 CFR
807.20(a)) provides that listing infor-
mation may be submitted by the
parent, subsidiary, or affiliate compa-
ny for all the establishments under
the control of one of these organiza-
tions when operations are conducted
at more than one establishment and
there exists joint ownership and con-
trol among all the establishments.

One comment suggested that this
section be modified to provide that the
listing information may be submitted
by the parent, subsidiary, or affiliated
company for all establishments "In-
cluding foreign facilities."

The Commissioner concurs with the
comment and has revised § 807.20(a) of
the final regulation to include refer-
ence to foreign establishments. Sec-
tion 807.40(b) has also been changed
to permit a parent, subsidiary, or affil-
late company of a foreign establish-
ment to list and maintain the histori-
cal file. on behalf of the foreign estab-
lishment.

7. One comment requested clarifica-
tion as to whether registration and
listing are required only for firms en-
gaged in the manufacture, prepara-
tion, propagation, compounding, as-
sembly, or processing of "finished" de-
vices. Also, the comment suggested
that firms manufacturing or selling
components of in vitro diagnostic
products for use in systems manufac-
tured by other firms, If required to
register and list, should be required to
submit labeling to the Food and Drug
Administration for review to protect
the public from exposure to products
not in compliance with current in vitro
diagnostic labeling regulations.

The Commissioner believes that
§ 807.20(a) as revised in this final regu-
lation adequately specifies who must
register and list. Under §807.20(a),
some owners or operators, in addition
to those engaged in the manufacture,
preparation, propagation, compound-
ing, assembly, or processing of "fin-
ished" devices, are required to list, e.g.,
owners or operators that (1) repackage
or relabel a device, (2) manufacture
components or accessories that are
ready to be used for any Intended
health related purpose and are pack-
aged or labeled for such health related
purpose (e.g., blood fillers and hemo-
dialysis tubing), or (3) manufacture
devices which of necessity must be fur-
ther processed by a licensed practi-
tioner or other qualified person to
meet the needs of a particular patient
(e.g., a manufacturer of ophthalmic
lens blanks). An owner or operator
should review § 807.65 (21 CFR,
807.65), which discusses exemptions
from registration for device establish-
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ments. Any owner or operator who is
exempt from registration is exempt
from listing. In addition, any owner or
operator is exempt from listing a par-
ticular device if the production of that
device does not subject the owner or
operator to the requirement of regis-
tration.

In response to the second comment,
the Commissioner believes that
§ 807.31(e) will enable FDA to secure
and to review labeling, when neces-
sary, of firms manufacturing or selling
components of in vitro diagnostic de-
vices for use in systems manufactured
by other firms. Accordingly, the Com-
missioner rejects the suggestion that
this materialbe submitted routinely to
FDA.

8. Two comments stated that manu-
facturers of devices that do not enter
interstate commerce should be specifi-
cally exempted from the provisions of
proposed § 807.20(a). These comments
stated that the presumption of inter-
state commerce is rebuttable and that
some devicesxdo not enter commerce at
all.

These comments raise the question
of the applicablity of the regulation in
two situations. (1) Where a device is
not marketed at all, and (2) where it is
manufactured and marketed only in-
trastate. The Commissioner advises
with respect to the first situation that
only those devices in commercial dis-
tribution (as defined in § 807.3(b))
must be listed. In response to the
second issue, the "Commissioner does
not accept the implication in the com-
ment that section 510 of the act ap-
plies only to devices that have been
shown to move in interstate com-
merce. Section 510(b) of the act re-
quires the annual registration of every
establishment "in any State eiigaged
in the manufacture, preparation, prop-
agation, compounding, or processing
of a drug or device * * *." See also sec-
tion 510(c) and (d) of the act relating
to initial and additional registration.
Similarly, section 510(h) of the act
provides: "Every establishment in any
State registered with the [MAI * *
shall be subject to inspection *
Under section 510(j) of the act, of
course, any establishment required to
register may also be required to
submit listing Information.

The Commissioner notes that sec-
tion 510 of the act specifically does not
require a showing of movement in in-
terstate commerce. Coinpare section
301(a) of the act (21 US.C. 331(a)) re-
lating to the introduction of adulterat-
ed or misbranded devices into inter-
state commerce. When section 510 was
initially enacted in 1962 (Pub. 1. 87-
781, Title I, § 302), Congress specifi-
cally made findings that the registra-
tion and inspection of intrastate esab-
lishments were necessary because of
their Impact on interstate commerce.
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See section 301 of Pub. L. 87-781. In
enacting the Medical Device Amend-
ments of 1976 (Pub. L. 94-295), Con-
gress further expanded FDA's authori-
ty to regulate devices without regard
to specific showings of movement in
interstate commerce. See section
304(a)(2) of the act (21 U.S.C.
334(a)(2)), authorizing the seizure of
any adulterated or misbranded device
when and where found with no re-
quirement to establish interstate com-
merce, and section 709 of the act (21
U.S.C. 379a), establishing a presump-
tion of interstate commerce in other
regulatory matters involving devices.
Congress expressly stated its intention
to expand FDA's intrastate authority
over devices in House Report No. 94-
853, Medical Device Amendments, Feb-
ruary 29, 1976, at page 15.

9. Two comments suggested that the
requirement in proposed § 807.20(a)
"to submit a list of every device in
commercial distribution" be modified
to be consistent with the requirement
in proposed §807.22(b) (21 CFR
807.22(b)) that "devices having vari-
ations in physical characteristics such
as size, package, shape, color, or com-
position should be considered to be
one device, provided the variation does
not change the function or intended
use of the device." The comments
noted that § 807.22(b) does not require
the submission of a list including
"every" device.

The Commissioner agrees with the
comment and has revised § 807.20(a)
by eliminating the word "every" and
rephrasing the requirement to read:
"to submit listing information for
those devices in commercial distibu-
tion."

10. Section 807.20(a)(2) of the final
regulation has been changed to elimi-
nate duplicate listing by exempting an
owner or operator who only manufac-
tures devices according to another
owner or operator's specifications for
commercial distribution by the owner
or operator initiating the specifica-
tions. As proposed, both parties would
have been required to list the same
product.

TIrE FOR LISTING

11. Several comments objected to
the imposition of the December 31,
1977 deadline for listing. These com-
ments asserted that there was no re-
quirement to list devices with FDA
until FDA issued final device listing
regulations.

The Commissioner notes that device
listing is required by section 510(j) of
the act and is not dependent on the is-
suance of a final regulation. In the
FEDERAL REGISTER of December 28,
1976 (41 FR 56397), FDA gave notice
that device listing requirements would
be implemented in 1977. Form FD-
2892 and the accompanying Device
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Listing Information and Instructions
were sent to Medical Device Establish-
ments in October 1977 to enable device
listing by December 31, 1977. However,
the Commissioner has determined
that the regulation shall not become
effective until October 10, 1978. This
will allow ample time for submission
of forms by owners or operators who
did not receive a listing packet in time
to list by December 31, 1977, or who
did not have sufficient time for other
reasons, such as contacting foreign
suppliers or affiliates. Section 807.21
has been changed accordingly. The
Commissioner believes that the effec-
tive date of October 10 1978, will alle-
viate the need of granting further ex-
tensions of time to submit the forms.

12. One domment suggested that the
words "or as changes occur" be added
to the last sentence of proposed
§-807.21, which requires an owner or
operator t' "update its 'device listing
information every June and Decem-
ber." This change will make § 807.21
consistent with 807.30(b), which re-
quires an owner or operator to Update
its "device listing information during
each June and December or, at its dis-
cretion, at the time the change
occurs."

The Commissioner agrees with the
comment and has changed § 807.21 by
adding the phrase "or, at its discre-
tion, at the time the change occurs."

How TO SUB=T LISTING

13. Two comments suggested that
proposed § 807.25(f) be revised to allow
the submission of computer-generated
forms in lieu of the listing forms pro-
vided by FDA. The comments also sug-
gested that FDA assign blocks of num-
bers so that registered establishments
without access to a computer could
preprint their forms with various re-
petitive information.

The Commissioner observes that
proposed § 807.22(b) provides that
tapes for computer input may be sub-
mitted if equivalent in all elements of
information specified in Form FD-
2892. The Commissioner would prefer
the submission of computer tapes.
However, should there be situations
where it is not possible for the owner
or operator to provide a computer tape
compatible with FDA equipment, hard
copy computer output would be ac-
cepted as equivalent to computer
tapes, provided that review and ap-
proval is secured from FDA before
submission in accordance with
§ 807.22(b).

Upon request to the Bureau of Medi-
cal Devices at the address given in
§ 807.22(a), FDA will provide blocks of
numbers to be used as the document
number by owners or operators who
prefer to preprint their own listing
forms.

14. One comment suggested that
proposed § 807.22(c) be modified to in-
dicate that the initial distributor of an
imported device may submit device
listing information on behalf of a for-
eign establishment If the Initial dis -
tributor Is: (1) A parent, subsidiary, or
affiliate company of the foreign manu-
facturer where joint ownership and
control exist, as provided In proposed
§ 807.20, or (2) the, only domestic dIs-
tributor of that foreign manufacturer
and, in addition, submits to FDA a
letter from the foreign establishment
authorizing the initial distributor to
list and maintain a historical file on
the foreign establishment's behalf.

The Commissioner has.reviewed the
listing requirements for Initial distrib-
utors and has made the following
changes in the final regulation to clar-
ify those requirements. Section
807.22(c) has been changed to require
the initial distributor to submit form
FD-2892 and to maintain the histori-
cal file for those imported devices (1)
for which the specifications have been
initiated or developed by the initial
distributor or (2) which have been re-
packaged or relabeled by the initial
distributor (see § 807.20(a) (1) and (2)).
The listing requirements In
§ 807.22(c)(3) remain unchanged from
proposed § 807.22(c) if the initial dis-
tributor did not initiate or develop the
specifications for the device or repack-
age or relabel the device.

Section 807.40(b) (21 CFR 807.40(b))
has been changed to allow a parent,
subsidiary, or affiliate company of the
foreign manufacturer or an initial dis-
tributor, who Is a sole initial distribu-
tor, to list and maintain the historical
file for a foreign manufacturer upon
meeting the other requirements in the
paragraph. The Commissioner notes
that the initial distributor may, in
turn, distribute the product to multi-
ple domestic distributors and still be
authorized to list for the foreign es-
tablishment.

INFORmATION REQUIRED FOR DEvicE
LIsTING

15. One comment stated that the
device listing information and instruc-
tions accompanying form FD-2892
contain terms that are not adequately
defined and instructions that are un-
clear and confusing.

The Commissioner believes that the
device listing information and Instruc.
tions accompanying form FD-2892
give adequate directions for submit-
ting listing Information for most situa-
tions. The agency will provide detailed
guidance in those situations where any
owner or operator is confused as to
the appropriate procedures to follow
in listing devices. If many owners or
operators need to have these Instruc-
tions clarified, updated instructions
will be provided at a later date.
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16. One comment questioned the
statutory authority for question 14 on
form FD-2892. The question reads, "Is
the device, as labeled, intended for dis-
tribution to and use by the general
public?" The comment expressed con-
cern that this information would be
used to classify a device as a "restrict-
ed" device.

The Commissioner observes that sec-
_tion 510(j)1) (A) and (B) (i) and (ii) of
the act requires the submission of all
labels for each listed device. If FDA
required all labels to be submitted
with form FD-2892, it could readily be
discerned whether the device, as la-
beled, was intended for distribution to
and use by the general public. Ques-
tion 14 on form FD-2892 allows this
information to be provided to FDA
without requiring the submission of
all labels, which would otherwise
burden owners or operators with the
additional costs of submitting ill
labels.

The agency will determine those de-
vices that are restricted devices in ac-
cordance with section 520(e) of the
act. This determination is not depend-
ent on the answer to question 14. Also,
the Commissioner notes that under
section 510(j)(1)(D) of the act, FDA
may require the submission of the
basis for determining that a device is
not a restricted device (see
§ 807.31(e)(5)).

17. One comment objected to the re-
quirement in proposed § 807.25(f)(1).
that the device be identified by a
common or usual name. The comment
stated that identifying a device by a
common or usual name would require
the addition of that name to the label
in order to avoid misbranding under
section 502(e)(2) of the act (21 U.S.C.
352(e)(2)). To relieve this problem, It
was suggested that the term "common
or usual name" on form FD-2892 be
changed to "descriptive name."

The Commissioner notes that sec-
tion 510(j) (1) and (2) (A), (B), and (C)
of the act requires that upon Initial
listing, discontinuance, or a resump-
tion of commercial distributon of a
device, its established name, as defined
in section 502(e) of the act, must be
listed. In section 502(e)(4) of the act,
* the term- "established name" with

respect to a device means (A) the applicable
official name of the device designated pur-
suant to section 508, (B) if there is no such
name and such device is an article recog-
nized in an official compendium, then the
official title thereof in such compendium, or
(C) if neither clause (A) nor clause (B) of
this subparagraph applies, then any
common-or usual name of such deVice.

Because no official names have been
established for devices under section
508 of the act and few official names
for devices are recognized in an official
compendium, the -common or usual
name must be provided to satisfy the

established name requirement of sec-
tion 510(j) (1) and (2) (A), (B), and (C).
The use of a "descriptive name" on
form FD-2892 would not comply with

- the act.
The Identification of a common or

usual name on form FD-2892 does not
change the requirement of section
502(e)(2) of the act that the estab-
lished name appear on the label to-
avoid misbranding. However, the Com-
missioner does not intend to use the
designation of the common or usual
name on form FD-2892 to enforce sec-
tion 502(e)(2) of the act because a
change in the common or usual name
does not require the updating of form
FD-2892-(see §807.30(b)(6) (21 CFR
807.30(b)(6))).

18. One comment suggested that the
last phrase of proposed § 807.25(f)(1),
which states "* * * that has not been
included n any list of devices previ-
ously submitted on form FD-2892," be
changed to read "* 0 * distribution
that has not been included In any list
of devices which have been previously
submitted to FDA," because the pres-
ent wording of the section suggests
that more than one device can be in-
cluded on a form FI)-2892. The com-
ment stated that this conflicts with
proposed § 807.22(b), which states that
"a separate form FD-2892 shall be
submitted for each device or device
class listed with the Food and Drug
Administration."

The Commissioner does not believe
that there is any conflict between the
provisions of §§ 807.25(f)(1) and
807.22(b). The suggested change to the
wording of § 807.25(f)(1) does not sig-
nificantly change the medfnig of that
section and therefore is rejected. The
Commissioner, however,, agrees that
only one device can be Included on a
form FD-2892.

19. One comment suggested that
proposed § 807.25(f) (1) through (5) be
modified to use the exact wording that
appears on form FD-2892, thus per-
mitting the reader of the regulation to
know exactly what information has to
be supplied even though he does not
have a copy of form FD-2892.

The Commissioner agrees that, to
the extent possible, all information to
be submitted on form FD-2892 should
be specified in the regulation. Section
807.25 has been changed accordingly.
Section 807.25(f)(1) has been changed
to specify that listing information
shall state the classification number of
the device. Section 807.25(fX4) has
been changed to specify that listing In-
formation shall state the establish-
ment type of every domestic or foreign
device establishment under Joint own-
ership and control of the owner or op-
erator at which the device is manufac-
tured, repackaged, or relabeled (see
paragraph 20 in this preamble). New
§807.25(f)(5) is added to specify that

listing information shall state whether
the device as labeled-is intended for
distribution to and use by the general
public. New § 807.25(f)(6) has been
added to specify that listing informa-
tion shall state all'other general infor-
mation on form FD-2892. Proposed
§ 807.25(f)(5) (redesignated § 807.25(f)
(7)) has been changed and allows de-
'scriptive information other than label-
ing to describe the intended use of a
device when the owner or operator is
unable to find an appropriate classfi-
cation name for the device. A copy of
form FD-2892 may be obtained by con-
tacting FDA at the address indicated
in § 807.22(a).

20. One comment questioned wheth-
er proposed § 807.25(f)(4) should be
clarified by adding the words "domes
tic or foreign" before the words
"device establishment."

The Commissioner agrees with the
comment and has changed the final
regulation accordingly. However, only
those establishments under joint own-
ership and control of the owner or op-
erator must appear on form FD-2892
(see paragraph 19 above).

UPnDA G DxvxcE Lmsm
2L Three comments suggested that

the filing of premarket notifications
coupled with annual list updating
would satisfy the requirement of semi-
annual list updating and ease the
agency's administrative burden.

The Commissioner disagrees with
the comment. Section 510(j)(2) of the
act requires semiannual updating. In
addition, certain information required
under listing is not required under pre-
market notification. Therefore, the
filing of premarket notifications coup-
led with annual list updating will not
satisfy the statute. Also, the Commis-
sioner believes that the time involved
In submitting updated listing forms is
minimnl, because, for most devices, a
form MD-2892 will be completed only
at the time of initial listing.

22. One comment suggested that
proposed § 807.30(b)(4), which requires
updating device listing whenever there
is any material change in any informa-
tion previously submitted, be modified
because the proposed language would
require updating any supplemental
sheets to form FD-2892, labeling sup-
plied under proposed § 807.25(f)(5), or
labeling, advertising, and other infor-
mation required under proposed
§ 807.31. The comment indicated that
the modification should make this sec-
tion consistent with proposed
§ 807.22(b), proposed § 807.30(b) (1)
and (2), and the device listing informa-
tion and instructions accompanying
form FD-2892.

Another comment suggested that to
eliminate confusion, the word "materi-
al" in proposed §807.30(b)(4) should
be changed to "substantal" This com-
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ment also suggested that proposed
§ 807.30 (a) through (c) be modified to
use the exact language of form FD-
2892.

The Commissioner notes that sec-
tion 510(j)(2)(D) of the act requires an
updated submission for any material
change in any listing information sub-
mitted under section 510(j)(1), which
states what information is required at
the time of initial listing, and section
510(j)(2), which states what informa-
tion is required after initial listing.
Proposed §807.30(b)(4) is consistent
with sectiorns 510(j)(2)(D) of the act
and does require the updating of sup-
plemental sheets to form FD-2892, la-
beling supplied under proposed
§ 807.25(f)(5) (now § 807.25(f)(7) in the
final regulation), and labeling, adver-
tisements, and other information re-
quired under § 807.31. However, the
intent of proposed §807.30(b)(4) was
only to set forth the requirements for
updating the listing information on
form FD-2892. Therefore, to clarify
the requirements for updating form
FD-2892, proposed § 807.30 has been
changed in its entirety to specify those
changes to information required on
form FD-2892 which must be updated
and the information that must be in-
cluded for each type of update speci-
fied in section 510(j)(2) (A) through
(D) of the act.

Revised § 807.30(a) specifies that all
changes must be made on form FD-
2892. Revised § 807.30(b) reiterates the
time when updating is required as in-
dicated in § 807.21. Revised
§ 807.30(b)(1) specifies the information
required when an owner or operator
introduces into commercial distribu-
tion a device identified with a classifi-
cation name not currently listed. Re-
vised § 807.30(b)(2) specifies the infor-
mation required when an owner or op-
erator discontinues commercial distri-
bution of all devices with the same
classification name. Revised
§ 807.30(b)(3) specifies the information
required when commercial distribution
of a discontinued device is resumed.
New § 807.30(b)(4) specifies the infor-
mation required when a classification
name for a previously listed device
with multiple classification names has
been added or deleted. New
§ 807.30(b)(5) specifies the information
required when changes in block 6, 7,
12, 12a, 13, 13a, 14, 15, 16, or 17 of
form FD-2892 occur. New
§ 807.30(b)(6) indicates which changes
to the information required in § 807.25
do not require updating.. Proposed
§ 807.30(c) has been deleted.

Section 807.30, as revised, is consist-
ent with all other sections of the regu-
lation and the information and
instructions booklet accompanying
form FD-2892 and does not refer to
"material" changes.

The suggestion that the exact lan-
guage of form FD-2892 be used is re-
jected as being unnecessary. Form FD-
2892 and its accompanying device list-
ing information and instructions may
be obtained by contacting FDA at the
address indicated in § 807.22(a).

23. One comment suggested that
proposed § 807.30(b)(2), which requests
that the owner or operator give the
reason for discontinuing commercial
distribution of a device, be deleted.
The comment suggests that the rea-
sons for discontinuing commercial dis-
tribution might constitute confidential
commercial information, and that fail-
ure to furnish the reason under the
optional terms of the proposed section
might give rise to conjecture of a dis-
creditable reason. The owner or opera-
tor should not be placed in this con-
flicting position.

The Commissioner has reevaluated
this requirement. In light of the classi-
fication name approach to listing, the
Commissioner agrees that such infor-
mation would not be meaningful. The
section is revised to delete the request
for the reasoi(s) for discontinuance of
commercial distribution.

ADDITIONAL LISTING INFORMATION

24. Two comments requested that a
date be specified in § 807.31 from
which maintenance of the historical
file is required. Six comments stated
that a time limit should be set for the
retention of labeling and advertise-
ments in, the historical file. Some of
the suggested time limitations includ-
ed any reasonable, valid time period
established by the manufacturer, 5
years after the labeling or advertise-
ment has been introduced, or 1 year
after the device has been discontinued.

The Commissioner concurs with the
comments and has revised § 807.31(a)
to specify the time from which owners
or operators shall maintain labeling
and advertisements in the historical
file, which is the date of initial listing.
Owners or operators shall maintain in
the file labeling and advertisements in
use on the date of initial listing and in
use after October 10, 1978, but before
the date of initial listing. Section
807.31(a) has also been changed to
specify which labeling and advertise-
ments must be retained in the histori-
cal file at the time of initial listing.
(This change is discussed in paragraph
25 in this preamble.)

The Commissioner has established a
time limit for retention of certain la-
beling and advertisements for discon-
tinued devices in new § 807.31(c), Gen-
erally, the owner or operator may dis-
card labeling and advertisements 5
years after the date of the last ship-
ment of a discontinued device. Howev-
er, if the device has an anticipated
useful life of more than 5 years, the
owner or operator must retain, in the

historical file until the end of the an-
ticipated useful life of the device, the
labeling in use on the date of the last
shipment and a representative sam-
ping of all advertisements in use
during the 12 months immediately
preceding the last shipment of a re-
stricted device. A retention period of 5
years after the last shipment of a dis-
continued device by an owner or oper-
ator was chosen because: (1) Devices
can be marketed at the retail level
long after discontinuance, (2) labeling
and advertisements are used to pro-
mote the sale and indicate the use and
effectiveness of the device even after
It has been discontinued, and (3) com-
mercial distribution of devices is some-
times resumed after discontinuance. A
longer period is required for devices
with a longer useful life because regu-
latory problems concerning labeling or
advertisements may occur throughout
the useful life of the device. The Com-
missioner has not established a time
limit for the retention of labeling and
advertisements for devices in comtrer-
cial distribution because labeling and
advertisements are relied upon by
users of the device even after they
have been discontinued by the manu-
facturer. If the need for a time limit
on the retention of labeling and adver-
tisements of devices In commercial dis-
tribution becomes necessary, the Com-
missioner will establish a time limit
that is necessary to protect the public
health.

25. One comment stated that section
510(j)(1)(B) (I) and (i) of the act re-
quires only a record or file of the
labels and labeling In use at the time
of initial listing. The comment states
that to require more than a file of cur-
rently used labels and labeling clearly
exceeds the scope, intent, and legisla-
tive history of section 510()(1)(18) (i)
and (ii) of the act. Another comment
asserted that many changes in labels,
labeling, and advertising are typo-
graphical or otherwise inconsequential
and the requirement to keep all labels,
labeling, and advertisements would
place an unnecessary burden on the
owner or operator in the way of exces-
sive and unproductive recordkeeping.
This comment suggested that only sig-
nificant, substantive changes in labels,
labeling, and advertisements be re-
tained

The Commissioner notes that sec-
tion 510(j)(1) (A) and (B) (i) and (i) of
the act requires only that, upon initial
listing, an owner or operator must
submit: (1) A copy of all labeling for
each unrestricted device subject to sec-
tions 514 or 515 of the act (see
§ 807.31(a)(1)); (2) a copy of all label-
ing and advertisements for each re-
stricted device (see § 807.31(a) (2)); and
(3) a copy of all labels, package inserts,
and a representative sampling of any
other labeling for each unrestricted
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device that is not subject to sections
514 or 515 of the act (see
§ 807.31(a)(3)). However, section
510(j)(2)(D) of the act requires the
submission of any material change in
any information previously submitted
under section 510(j)(1) (A) and (B) (I)
and (ii) of the act. Therefore, the
Commissioner rejects the contention
that only a record or file of the label-
ing in use at the time of initial listing
may be required. However, the Com-
missioner agrees that only "material
changes" in labeling and advertise-
ments retained under § 807.31(a) must
be maintained in the historical file
and has added new § 807.31(b) accord-
ingly. -(Proposed § 807.31(b) has been
changed to § 807.31(e) in the final reg-
ulation.)

A definition of the term "material
change" has been added in § 807.3(m)
to aid owners and operators in comply-
ing with § 807.31(b). The Commission-
er observes that a material change in
the labeling or advertisements for a
device may be evidence of a change in
the device requiring a premarket noti-
fication under § 807.81(a)(3) (21 CFR
807.81(a)(3)).

Also, the Commissioner notes that
the definition of "labeling" in section
201(m) of the act includes all "labels"
and has shortened the phrase "labels
and labeling" to "labeling" in the final
regulation.

26. Two comments asserted that the
cost of maintaining the historical file
will become unjustifiably burdensome
on manufacturers of devices in which
every lot produced has its own insert
with the label values for that lot, e.g.,
manufacturers of in vitro diagnostic
calibrator devices. The comments sug-
gested that labeling for a specific lot
of product should only be retained for
6 months beyond the expiration date
of the lot or 2 years after the date of
initial distribution.

The Commissioner recognizes that,
although there are some medical de-
vices in which every lot produced has
a unique label value (antisera, refer-
ence control sera, and calibration
standards) and may be produced to
the same specifications, the biological
activity or known composition differs
with each lot. For proper use, the spe-
cific activity or composition must be
determined and made available to the
user. However, for the purpose of
maintaining the historical file, the la-
beling that contains the actual values
is not required, Therefore, the defini-
tion of "material change" in § 807.3(m)
excludes the labeling containing the
actual -values for each lot where the
biological activity or known composi-
tion differs with each lot produced
and the product is labeled accordingly.
Nevertheless, the owner or operator
mustretain a copy of the labeling, as
required under § 807.31(a), and any la-

beling to which a material change
occurs, as required under §807.31(b).
For example, if value ranges are pre-
printed and specific values are added
for each lot produced, only a copy of
that labeling which includes the pre-
printed value ranges must le main-
tained.
-27. Two comments suggested that
proposed § 807.31(a) be modified to
allow owners or operators who use sep-
arate or central facilities for the repro-
duction of labels, labeling, and adver-
tisements to have those facilities
maintain the historical file for the
documents they reproduce. This would
eliminate duplication of effort since
these facilities retain a copy of all doc-
uments they reproduce.

The Commissioner agrees with the
comment and has added new
§ 807.31(d) to allow the contents of the
historical file to be maintained in
more than one location under certain
conditions set forth in that section.

28. One comment suggested that
proposed § 807.31(b)(1) be modified to
include a definition of "good cause"
and to require that the Commissioner
accompany any request under that
section with an explanation of the rea-
sons for such request.

The Commissioner disagrees with
the suggestion to define "good cause"
because each request under §807.31
will be made on a case-by-case basis.
However, proposed § 807.31(b)(1),
which has been changed to
§ 807.31(e)(2) in the final regulation,
requires that a request for all adver-
tisements will, where feasible, be ac-
companied by an explanation of the
basis for the request.

29. The Commissioner has changed
proposed § 807.31(b) to § 807.31(e) In
the final regulation and made the fol-
lowing changes in accordance with sec-
tion 510(j)(1) of the act: New
§ 807.31(e)(1) requires that, upon re-
quest, all labeling for a device subject
to sections 514 or 515 of the act shall
be submitted to FDA in accordance
with section 510(J)(1)(A) of the act.
Proposed § 807.31(b)(1) has been
changed to § 807.31(e)(2) and is dis-
cussed in paragraph 28 above. Pro-
posed § 807.31(b)(2) has been changed
to § 807.31(e)(3) and requires that,
upon request, labeling for an unres-
tricted device that is not subject to
sections 514 and 515 of the act shall be
submitted to FDA in accordance with
section 510(J)(1)(B)(11). Proposed
§ 807.31(b)(3) has been changed to
§807.31(e)(4). New §807.31(e)(5) re-
quires that, upon request, a statement
of the basis upon which the registrant
has determined that the device is not
a restricted device shall be submitted
to FDA in accordance with section
510(j)(1)(D) of the act. Proposed
§ 807.31(b) (4) and (5) has been

changed to § 807.31(e) (6) and (7), re-
spectively.

NoTcITrOx OF R= T

30. One comment suggested that the
phrase, "does not establish that the
holder of the registration is legally
qualified to deal in such devices and,"
be deleted from proposed § 807.35(c).
The comment contends that the legal
qualifications "to deal in such devices"
are not related to these regulations.

The Commissioner disagrees with
the comment. Section 807.35(c) states
that the assignment of a device listing
number does not establish any legal
qualifications of the owner or operator
to deal in such devices. This statement
is correct. The suggested modification
may Imply by silence that an owner or
operator with an assigned device list-
ing number is legally qualified to deal

in such devices.

PnocEDuREs FOR FonwIcx

31. One comment asserted that pro-
posed § 807.40 (b), (c), and (d) should
be deleted because: (1) The importer
of record must supply the name of the
foreign manufacturer of all devices
being imported and the request for
registration of the foreign manufac-
turer is merely duplication of paper-
work, (2) there are formidable obsta-
cles in requiring rather than request-
Ing foreign manufacturers to list de-
vices, (3) the main focus of FDA's en-
forcement will rest on the importer,
and (4) the Importer will bear the
legal and finaincial burden for failure
on the part of the foreign manufactur-
er to complete the listing require-
ments.

The Commissioner disagrees with
the comment. Listing by foreign estab-
1lshments is required by section 5100)
of the act. Section 807.40(b) has been
changed to allow listing on behalf of
the foreign establishment by a dome.-
tic establishment or the Initial distrib-
utor as provided in that section. If the
foreign establishment does not submit
listing information and listing infor-
mation is not submitted by a domestic
establishment or by an authorized ini-
tial distributor under §807.40(b), then
the foreign establishment's products
will be subject to detention.

32. One comment suggested that
proposed §807A0(b) be modified .to
limit the requirements on foreign es-
tablishments in proposed §807.25 to
only those foreign establishments who
are not listed by a parent, subsidiary
or affiliate, or an initial distributor.

The Commisioner believes that the
revision of §807.40(b) discussed in
paragraph 14 above eliminates this
problem. The requirement of § 807.25
remains with the foreign establish-
ment. However, the requirement may
be satisfied by a parent, subsidiary or
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affiliate, or an initial distributor as
provided in § 807.40(b).

33. Two comments suggested that
proposed § 807.40(c) should be modi-
fied to allow the importation of a
device after a premarket notification
has been filed rather than after the
device is listed. The comments assert-
ed that the premarket notification
should be sufficient until the device is
required to be listed.

The Commissioner concurs and has
changed § 807.40(c) to permit importa-
tion before listing. Although the
device does not need to be listed
before such importation begins, listing
must be made at the next interval
specified for updating device listing in-
formation in § 807.30(b). A premarket
notification must be submitted before
importation into the United States, if
such notice would be required (see
§ 807.81).

34. One comment suggested modify-.
ing proposed § 807.40(c) to allow de-
vices intended solely for investigation-
al use to be imported or offered for
import during the period ending on
the 90th day after the date of promul-
gation of regulations prescribing the
procedures and conditions required by
section 520(g)(2) of the act.

The Commissioner does not believe
that the regulation should be changed
to reflect this interim period.

Nom-Interim final investigational device
exemption regulations were published May
12, 1978 (43 FR 20726).

However, until final investigational
device exemption regulations are pub-
lished, a foreign device whose labeling
identifies it as an investigational
device can be imported without the
product first being listed. The device
will have to comply with investigation-
al device exemption regulations when-
ever applicable. The Commissioner
notes that investigational device ex-
emption regulations are applicable for
intraocular lenses. .

GENERAL PURPOSE ARTCLES

35. In the course of implementing
the listing procedures, FDA has re-
ceived several inquiries from manufac-
turers of in vitro diagnostic products
requesting guidance regarding the
intent of § 807.65(c) which exempts
from registration "a manufacturer of
general purpose articles, such as
chemical reagents or laboratory equip-
ment whose uses are generally known
by persons trained in their use and
which are not labeled or promoted for
medical uses." Copies of these inquir-
ies are on file with the Hearing Clerk
(HFA-305), Food and Drug Adminis-
tration, Room 4-65, 5600 Fishers Lane,
Rockville, Md. 20857. Many persons
were of the opinion that, even though
their in vitro diagnostic products were
previously exempted from drug regis-

tration and listing, they would now be
required to register and list these
products with FDA since § 807.65(c) in-
cluded the phrase "not labeled or pro-
moted for medical uses." The persons
inquiring believed that promoting the
products for use in hospitals, clinical
laboratories, etc., would, in itself, be
interpreted as promotion for medical
use.

In the case of in vitro diagnostic
products, general purpose articles are
those products that have general labo-
ratory applications but whose uses are
not solely in the collection, prepara-
tion, and examination of specimens
taken from the human body. An in
vitro diagnostic product which is a
general purpose article must have a
use or uses in other areas. Labeling for
these products must not make refer-
ence to the application of the product
in any specific dianostic procedure and
must contain only product specifica-
tions and, when applicable, meet the
labeling requirements of § 809.10(d)
(21 CFR 809.10(d)). When appropriate,
the labeling may also reference volun-
tary standards of purity, composition,
calibration, etc., developed by organi-
zations such as the American Chemi-
cal Society or National Bureau of
Standards.

The sale of in vitro diagnostic prod-
ucts that are general purpose articles
to clinical laboratories and other medi-
cal facilities where there is the prob-
ability of diagnostic use does not, in
itself, mean that the products are
"promoted for medical use." For ex-
ample, generally a product will not be
considered "promoted for medical use"
if the labeling contains no reference to
diagnostic use and the claims in the la-
beling do not differ from the claims in
the promotional material provided to
other types of facilities (i.e., industrial
or educational) that also purchase and
use the products.

In vitro diagnostic products that
meet these requirements are general
purpose articles and exempt from reg-
istration and listing under § 807.65(c).
However, in vitro diagnostic products
that are promoted and/or labeled as
components or accessories to specific
diagnostic systems are not considered
general purpose articles. Therefore,
they are medical devices subject to
registration and listing as required by
§ 807.20.

ECON0IC IMPACT

36. One comment stated that an in-
flation impact statement is necessary.
Several other comments expressed
concern with the cost of maintaining
the historical file.

The Commissioner notes that a copy
of the inflation impact assessment is
on file with the Hearing Clerk (HFA-
305), Food and Drug Administration,
Room 4-65, 5600 Fishers Lane, Rock-

ville, Md. 20857. Section 807.31 of the
final regulation provides for limita-
tions on the historical file that should
reduce the cost of maintaining the file
and allow compliance with section
510(j)(1) of the act. The Commissioner
believes that the cost of maintaining
the historical file will be less than the
cost of requiring the industry to
submit labeling and advertisements
routinely along with device listing
forms. If routine submission of label-
ing and advertisements were required,
most owners or operators would keep a
copy of the labeling and advertise-
ments submitted for their own rec-
ords. Under the historical file system,
FDA will require actual submission of
such information only when it Is nec-
essary to protect the public health.

NATIONAL HEALTH-RELATED ITEas CODII

37. In the preamble to the proposed
listing procedures, FDA announced
that support for the National Health
Related Items Code (NHRIC) as a
system for the Identification and num.
bering of marketed device packages
compatible with other numbering sys-
tems such as the National Drug Code
(NDC) and the Universal Product
Code (UPC) would be limited.

The Commissioner observes that no
comments were received on this an-
nouncement. Therefore, FDA will
limit the support of the NHRIC
system and no longer maintain the
NHRIC data base. Although there Is
no requirement to place a NHRIC
number on device labels, those labelera
who wish to use the NHRIC system
should contact FDA at the Bureau of
Medical Devices, Device Registration
and Listing Branch, HFK-124, 8757
Georgia Avenue, Silver Spring, Md.
20910, to obtain a labeler code and
other information.

All labelers who participate in the
system will be required to develop
their own product code and perform
any required maintenance to the
number system such as adding new
codes or deleting old product codes.
Those labelers currently participating
in the NHRIC system may continue to
use the labeler codes assigned but are
instructed to no longer submit update
information to FDA.

Participants in the NHRIC system
should display the NHRIC number
prominently in the top third of the
principal display panel of the immedi-
ate container and of any outside con-
tainer labeling or wrapper. Ovners,
operators, and distributors of in vitro
diagnostic products previously as-
signed NDC numbers may retain those
numbers, but are required to change
the prefix N or NDC to H or HRI as
label revisions occur.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 301(p)
and (q)(2), 501, 502, 508, 510, 519,
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amended as follow

PART 207-REGIS
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1. In Part 2
§ 207.65(i) by addli
end of the paragra

§ 207.65 Exemption,
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2. In Part 6
§ 607.65(e) by addi
end of the paragra

§ 607.65 Exemptions
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(e) *** This i
exempt such perso
and listing for
quired under Part
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42-1043 as amended, tioner licensed by law to administer or
nded, 1055, 76 Stat. use the device or upon such other con-
ded, 86 Stat. 562 as ditions as the Commissioner may pre-

564-580 (21 U.S.C. scribe.
), 351, 352, 358, 360, (j) "Classification name" means the
nder authority dele- term used by the Food and Drug Ad-
nmissioner (21 CFR ministration and Its classification
607, and 807 are panels to describe a device or class of

devices for purposes of classifying de-
vices under section 513 of the act.

ITRATION OF PRO- (k) "Representative sampling of ad-
bUGS AND LISTING vertisements" means typical adverts-

Ing material that gives the promotiol-
COMMERCIAL DIS- al claims made for the device.

(1) "Representative sampling of any
other labeling" means typical labeling207, by amending material (excluding labels and package

g a sentence at the inserts) that gives the promotional
ph, as follows: claims made for the device.

for domestic estab- (m) "Material change" includes any
change or modification in the labeling
or advertisements that affects the

. , identity or safety and effectiveness of
the device. These changes may in-

paragraph does not clude, but are not limited to, changes
ns from registration in the common or usual or proprietary
medical devices re- name, declared ingredients or compo-
807 of this chapter. nents, intended use, contraindications,

warnings, or instructions for use.
Changes that are not material may In.

BLISHMENT REGIS- clude graphic layouts, grammar, or
correction of typographical errors

'PRODUCT LISTING which do not change the content of
,URERS OF HUMAN the labeling, changes in lot number,
OOD PRODUCTS and, for devices where the biological

activity or known composition differs
07, by amending with each lot produced, the labeling
rig a sentence at the containing the actual values for each
ph. as follows: lot.
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a. In Subpart A by am
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§ 807.3 Definitions.

(i) "Restricted device
device for which the Comn
regulation under § 801.
chapter or otherwise u
520(e) of the act, has re
distribution, or use only u
ten or oral authbrizatior

ood product es- b. In subpart B by amending
§ 807.20, by revising the section head-
ing, introductory text of paragraph

. * (a), paragraph (a)(2), and paragraph

ph does not (b), to read as follows:

a registration § 807.20 Who must register and submit a
devices re- device list.

this chapter. (a) An owner or operator of an es-
tablishment not exempt under section
510(g) of the act or subpart D of this

lENT REGIS- part who is engaged in the manufac-
ICE LISTING ture, preparation, propagation, com-

pounding, assembly, or processing of a
RS OF DE- device intended for human use Is re-

quired to register and to submit listing
information for those devices in com-

Lrt 807 is re- mercial distribution, except that list-
nd Part 807 is ing information may be submitted by

the parent, subsidiary, or affiliate
ending § 807.3 company for all the domestic or for,
is (i), (j), (k), eign establishments under the control
ows: of one of these organizations when op-

erations are conducted at more than
one establishment and there. exists
joint ownership and control among all
the establishments. The term "device"

e" means a includes all in vitro diagnostic prod-
missioner, by ucts and in vitro diagnostic biological
109 of this products not subject to licensing under
nder section section 351 of the Public Health Serv-
stricted sale, ice Act. An owner or operator is re-
pon the writ- quired to register its name, places of
of a practi- business, and all establishments and to
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list the devices whether or not the
output of the establishments or any
particular device so listed enters inter-
state commerce. The registration and
listing requirements shall pertain to
any person who:

(2) Manufactures for commercial dis-
tribution a device either for itself or
for another person. However, a person
who only manufactures devices acn.
cording to another person's specifica-
tions, for commercial distribution by
the person initiating specifications, is
not required to list those devices.

(b) No registration or listing fee is
required. Registration or listing does
not constitute an admission or agree-
ment or determination that a product
is a device within the meaning of sec-
tion 201(h) of the act.

c. By *revising the section heading
and text of § 807.21 to read as follows.

§ 807.21 Times for establishment registra-
tion and device listing.

An owner or operator of an estab-
lishment entering into, or currently
engaged in, an operation defined in
§ 807.3(c) and not currently registered
shall register the establishment by Oc-
tober 22, 1977, and submit device list-
Ing by October 10. 1978. An owner or
operator of an establishment who has
not previously entered into an oper-
ation defined in § 807.3(c) shall regis-
ter within 30 days after entering into
such an operation and submit device
listing information at that time. An
owner or operator of an establishment
shall update Its registration informa-
tion annually between November 15
and December 31 and shall update its
device listing information every June
and December or, at its discretion, at
the time the change occurs.

d. By revising the section heading
and text of § 807.22, to read as follows:

§ 807.22 How and where to register estab-
lishments and list devices.

(a) The first registration of a device
establishment shall be on form FD-
2891 (Initial Registration of Device Es-
tablishments). Forms are obtainable
on request from the Bureau of Medi-
cal Devices (HFK-124), Food and Drug
Administration, Department of
Health, Education, and Welfare, 8757
Georgia Avenue, Silver Spring, Md.
20910, or from the Food and Drug Ad-
ministration district offices. Subse-
quent annual registration shall be ac-
complished on form FD-2891a (Regis-
tration of Device Establishment),
which will be furnished by the Food
and Drug Administration before No-
vember 15 of each year to establish-
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ments whose registration for that year
was validated under § 807.35(a). The
completed form shall be mailed to the
above-designated address before De-
cember 31 of that year.

(b) The initial listing of devices and
subsequent June and December updat-
ings shall be on form FD-2892 (Medi-
cal Device Listing). Forms are obtain-
able upon request as described in para-
graph (a) of this section. A separate-
form FD-2892 shall be submitted for
each device or device class listed with
the Food and Drug Administration.
Devices having variations in physical
characteristics such as size, package,
shape, color, or composition should be
considered to be one device: Provided,
The variation does not change the
function or intended use of the device.
In lieu of form FD-2892, tapes for
computer input or hard copy comput-
er output may by submitted if equiva-
lent in all elements of information as
specified in form FD-2892. All formats
proposed for use In lieu of form FD-
2892 require initial review and approv-
al by the Food and Drug Administra-
tion.

(c) The listing obligations of the ini-
tial distributor within the United
States of an imported device are satis-
fied as follows:

(1) For those imported devices for
which the initial distributor has also
initiated or developed the specifica-
tions, form FD-2892 shall be submit-
ted and the historical file maintained
by the initial distributor.

(2) For those imported devices for
which the initial distributor repack-
ages or relabels the device, form FD-
2892 shall be submitted and the his-
torical file maintained by the initial
distributor.

(3) The initial distributor is not re-
quired to submit a form FD-2892 for
those imported devices for which such
distributor did not initiate or develop
the specifications for the device or re-
package or relabel the device. Howev-
er, the Initial distributor shall submit,
for each device, the name and address
of the foreign manufacturer. Initial
distributors shall also be prepared to
submit, when requested by the Food
and Drug Administration, the propri-
etary name, if any, and the common or
usual name of each device for which
they are the initial distributors.

(4) The initial distributor shall
update the information required by
paragraphs (c) (1), (2), and (3) of this
section at the intervals specified in
§ 807.30.

e. In § 807.25, by revising the section
heading and by adding new paragraph
(f), to read as follows:

§ 807.
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.25 Information required or request- for the device and on any correspon-
:d for establishment registration and dence related to the device.
[evice listing. (b) An owner or operator shall

update the device listing Information
* • * * * during each June and December or, at

Form FD-2892 is the approved Its discretion, at the time the change

for providing the device listing occurs. Conditions that require updat-

mation required by the act. This ing and information to be submitted

ired information includes the fol- for each of these updates are as fol
r. lows:
The identification by classifica- (1) If an owner or operator Intro-
name and number, proprietary duces into commercial distribution a

e, and comuion or usual name of device Identified with a classification

device being manufactured, pre- name not currently listed by the
d, propagated, compounded, or owner or operator, then the owner or

essed for commercial distribution operator must submit form FD-2892
has not been included in any list containing all the information re-

levices previously submitted on quired by § 807.25(f).
FD-2892. (2) If an owner or operator discon-
The Code of Federal Regulations tinues commercial distribution of all

ion for any applicable standard devices In the same device clas, I.e.,
he device under section 514 of the with the same classification name, the
r section 358 of the Public Health owner or operator must submit form
rce Act. FD-2892 containing the original docu-The assigned Food and Drug Ad- ment number of the form FD-2892 on

stration number of the approved which the device class was Initially
ication for each device listed that listed, the reason for submission, the
bject to section 505, 507, or 515 of date of discontinuance, the owner or
act. operator's name and identification

The name, registration number, number, the classification name and
establishment type of every do- number, the proprietary name, and
ic or foreign device establishment the common or usual name of the dis-

er joint ownership and control of continued device.
owner or operator at which the (3) If commercial distribution of a
ce is manufactured, repackaged, or discontinued device Identified on a

beled. form FD-2892 filed under paragraph
Whether the device, as labeled, is (b)(2) of this section is resumed, the
ded for distribution to-and use by owner or operator must submit on

general public o form FD-2892 a notice of resumption
Other general information re- containing: the original document

ted on form FD-2892, i.e., if number of the form initially used to
telnfomis2,i~. t that dvc lsterao o

submission refers to a previously lis siontdevice class, the reason for

d device, as in the case of an submission, date of resumption, and
Lte, the document number from all other information required by
Initial listing document for thd § 807.25(f).
ce, 00l the reason for submission, (4) If one or more classificationthe date on which the reason for names for a previously listed device

aission occurred, (iv) the date that with multiple classification names has

form FD-2892 was completed, (v) been added or deleted, the owner or
owner's or operator's name and operator must supply the original doc-
tification number. ument number from the form FD-2892
Labeling or other descriptive in- on which the device was initially listed

ation (e.g., specification sheets or and a supplemental sheet Identifying
logs) adequate to describe the in- the names of any new or deleted clas-
.ed use of a device when the owner sification names.
perator is unable to find on the (5) Other changes to information on
I and Drug Administration list in form FD-2892 will be updated as fol.lows:
device listing package, an appro- (iWg
e classification name for the (1) Whenever a change occurs only in

ce. the owner or operator name (block 6)
or number (block 7), e.g., whenever

By adding new § 807.30 to read as one company's device line is purchased
'ws: by another owner or operator, it will

not be necessary to supply a separate
.30 ' Updating device listing informna- form FD-2892-for each device. In such

Iton. cases, the new owner or operator must
) Form FD-2892 shall be used to follow the procedures in § 807.26 and
te device listing information. The submit a letter informing the Food

rinted original document number 'and Drug Administration of the origi.
ach form FD-2892 on which the nal document number from form FD-
ce was initially listed shall appear 2892 on which each device was initially
lock 2 on the form subsequently listed for those devices affected by the
* to update the listing information change in ownership.

FEDERAL REGISTE:R, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978

37998



(ii) The owner or operator must also
submit update information, whenever
changes occur to the responses to the
questions in blocks 12, 12a, 13, 13a,
and 14 on form FD-2892, or whenever
establishment registration numbers,
establishmeit names, and/or activities
are added to or deleted from blocks 15,
16, and 17 of -form FD-2892. The
owner or operator must supply the
original document number from the
form FD-2892 on which the device was
initially listed, the reason for submis-
sion, and all other information re-
quired by § 807.25(f).

(6) Updating is not required if the
above information has not changed
since the previously submitted list.
Also, updating is not required if
changes occur in proprietary names, in
common or usual names (blocks 10 and
11 of form FD-2892), or to supplemen-
tal lists of unclassified components or
accessories.

g. By adding new § 807.31 to read as
follows:

§ 807.31 Additional listing information.
(a) Each owner or operator shall

maintain, a historical file containing
the labeling and advertisements in use
on the date of initial listing, and in use
after October 10, 1978, but before the
date of initial listing, as follows:

(1) For each device subject to section
514 or 515 of the act that is not a re-
stricted device, a copy of all labeling
for the device;

(2) For each restricted device, a copy
of all labeling and advertisements for
the device;

(3) For each device that is neither
restricted nor subject to section 514 or
515 of the act, a copy of all labels,
package inserts, and a representative
sampling of any other labeling.
(b) In addition to the requirements

set forth in paragraph (a) of this sec-
tion, each owner -or operator shall'
maintain in the historical file any la-
beling or advertisements in which a
material change has been made any-
time after initial listing.
(c) Each owner or operator may dis-

card labeling and advertisements from
the historical file as follows:
(1) Five years after the date of the

last shipment of a discontinued device
by an owner or operator,
(i) All labeling that was not in use at

the time of the last shipment of the
device may be discarded, and,
(ii) All advertisements may be dis-

carded, except for a representative
sampling of all advertisements in use
during the 12 months immediately
preceding the: last shipment of a re-
stricted device.

(2) All labeling that was in use at the
time of the last shipment of a discon-
tinued device and a representative
sampling of all advertisements in Use
during the 12 months -immediately.
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preceding the last shipment of a re-
stricted device may be discarded 5
years after the date of the last ship-
ment of the device or at the end of the
anticipated useful life of-the device.

(d) Location of the file:
(1) Currently existing systems for

maintenance of labeling and advertis-
ing may be used for the purpose of
maintaining the historical file as long
as the information included in the sys-
tems fulfills the requirements of this
section, but only If the labeling and
advertisements are retrievable in a
timely manner.

(2) The contents of the historical
file may be physically located in more
than one place in the establishment or
in more than one establishment pro-
vided there exists joint ownership and
control among all the establishments
maintaining the historical file. If no
joint ownership and control exists, the
registered establishment must provide
the Food and Drug Administration
with a-letter authorizing the establish-
ment outside its control to maintain
the historical file.

(e) Each owner.or operator shall be
prepared to submit to the Food and
Drug Administration, only upon spe-
cific request, the following Informa-
tion:

(1) For a device subject to section
514 or 515 of the act that is not a re-
stricted device, a copy of all labeling
for the device.

(2) For a device that Is a restricted
device, a copy of all labeling for the
device, a representative sampling of
advertisements for the device, and for
good cause, a copy of all advertise-
ments for a particular device. A re-
quest for all advertisements will,
where feasible, be accompanied by an
explanation of the basis for such re-
quest.

(3) For a device that Is neither a re-
stricted device, nor subject to section
514 of 515 of the act, the label and
package insert for the device and a
representative sampling of any other
labeling for the device.

(4) For a particular device, a state-
ment of the basis upon which the reg-
istrant has determined that the device
is not subject to section 514 or 515 of
the act.

(5) For a particular device, a state-
ment of the basis upon which the reg-
istrant has determined the device is
not a restricted device.

(6) For a particular device, a state-
ment of the basis for determining that
the product is a device rather than a
drug.

(7) For a device that the owner or
operator has manufactured for distri-
bution under a label other than Its
own, the names of all distributors for
whom it has been manufactured.

h. In § 807.35, by revising paragraph
(c) to read as follows:
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§ 807.35 Notification of registrant.

(c) Although establishment registra-
tion and device listing are required to
engage In the device activities de-
scribed In § 807.20, validation of regis-
tration and the assignment of a device
listing number in itself does not estab-
lish that the holder of the registration
Is legally qualified to deal in such de-
vices and does not represent a determi-
nation by the Food and Drug Adminis-
tration as to the status of any device.

i. By revising the section heading
and text of § 807.37 to read as follows:

§ 807.37 Inspection of establishment regis-
tration and device listings.

(a) A copy of the forms FD-2891 and
FD-2891a filed by the registrant will
be available for inspection in accord-
ance with section 510(f) of the act, at
the Bureau of Medical Devices (EBFK-
124), Food and Drug Administration,
Department of Health, Education, and
Welfare, 8757 Georgia Avenue, Silver
Spring, Md. 20910. In addition, there
will be available for inspection at each
of the Food and Drug Administration
district offices the same information.

-for firms within the geographical area
of such district office. Upon request,
verification of registration number or
location of a registered establishment
will be provided.

(b)(1) The following information
filed under the device listing require-
ments will be available for public dis-
closure:

(I) Each form FD-2892 submitted;
(il) All labels submitted;(Wl) All labeling submitted;
(iv) All advertisements submitted;
(v) All data or information that has

already become a matter of public
knowledge.

(2) Requests for device listing infor-
mation Identified in paragraph Cb)(1)
of this section should be directed to
the Bureau of Medical Devices (HFK-
124), Food and Drug Administration,
Department of Health, Education, and
Welfare, 8757 Georgia Avenue, Silver
Spring, Md. 20910.

(3) Requests for device listing infor-
mation not identified in paragraph
(b)(1) of this section shall be submit-
ted and handled in accordance with
part 20 of this chapter.

J. In subpart C, by revising the sec-
tion heading and text of § 807.40, to
read as follows:.

§ 807.40 Establishment registration and
device listing for foreign manufactur-
ers of devices.

(a) Foreign device establishments
that export devices into the United
States are requested to register in ac-
cordance with the procedures of sub-
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part B of this part, unless exempt
under subpart D of this part.

(b) Foreign device, establishments
that export devices into the United
States, whether or not the establish-
ment is registered, shall comply with
the device listing requirements unless
exempt from registration as stated in
§ 807.65. Those foreign owners or oper-
ators for which there exists joint own-
ership and control with a domestic es-
tablishment may have the domestic es-
tablishment submit listing informa-
tion and maintain the historical file. A
foreign owner or operator may autho-
rize a domestic initial distributor to
submit listing information when joint
ownership and control does not exist,
only If:

(1) The domestic distributor is the
sole initial distributor for the foreign
owner or operator's device; and

(2) The foreign owner or operator
submits a letter to the Foodand Drug
Administration authorizing the initial
distributor to list on its behalf and
maintain the historical file.

(c) Except for a device Imported or
offered for Import that has in effect
an approved exemption for investiga-
tional use under section 520(g) of the
act, a device may not be imported
from a foreign device establishment
Into the United States unless it is
listed at the interval specified for up-
dating device listing information in
§ 807.30(b). The device listing informa-
tion shall be in the English language.

(d) Foreign device establishments
shall submit, as part of the device list-
ing, the name and address of the'es-
tablishment and the name of the indi-
vidual responsible for submitting
device listing information. Any
changes in this information shall be
reported to the Food and Drug Admin-
istration at the intervals specified for
updating device listing information in
§ 807.30(b).

Effective date: This regulation shall
be effective October 10, 1978.
(Sees. 301 (p) and (Q)(2), 501, 502, 508, 510,
519, 701(a), 52 Stat. 1042-1043 as amended,
1049-1050 as amended, 1055, 76 Stat, 789,
794 as amended, 86 Stat. 562 as gmended, 90
Stat. 564-580 (21 U.S.C. 331 (p) and (q)(2),
351, 352, 358, 360, 3601, 371(a)).)

Dated: August 16, 1978.

Wnua= F. RmDOLPH,
ActingAssociate Commissioner

for Regulatory Affairs.
CFR Doc. 78-23757 Filed 8-24-78; 8:45 am]
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[4110-03]

SUBCHAPTER E-ANIMAL DRUGS, FEEDS, AND
RELATED PRODUCTS

PART 539-BULK ANTIBIOTIC DRUGS
SUBJECT TO CERTIFICATION

PART 540-PENICILLIN ANTIBIOTIC
DRUGS FOR ANIMAL USE

Sterile Amoxicillin Trihydrate; Steriler
Amoxicillin Trihydrate for Suspension
AGENCY: Food and Drug Administra-
tion.
ACTION: Final rule.
SUMTvARY: The regulations are
amended to reflect approval of a new
animal drug application (NADA) filed
by Beecham Laboratories. The NADA
provides for safe and effective use of
sterile amoxicillin trihydrate for sus-
pension for treating certain bacterial
infections in dogs and cats. In addi-
tion, the regulations are amended to
provide for certification of the bulk
sterile amoxicillin trihydrate used in
the manufacture of sterile amoxicillin
trihydrate for suspension.
EFFrECTIVE DATE: August 25, 1978.
FOR FURTHER INFORMATION
CONTACT:

Robert A. Baldwin, Bureau of Vet-
erinary Medicine (HFV-114), FoOd
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 5600 Fishers Lane, Rockville,
Md. 20857, 301-443-3420.

SUPPLEMENTARY INFORMATION:
Beecham Laboratories, Division of
Beecham, Inc., Bristol, Tenn. 37620,
filed a NADA (55-091V) providing for
use of sterile amoxicillin for suspen-
sion for treating dogs for certain bac-
terial infections of the respiratory
tract, genitourinary tract, gastrointes-
tinal tract, bacterial dermatitis, and
soft tissues, and cats for certain infec-
tions of the upper respiratory tract,
genitourinary tract, gastrointestinal
tract, skin, and soft tissues. A compan-
ion application form 6, 62-015, pro-
vides for certification of the sterile
amoxicillin trihydrate used in the
manufacture of the drug.

In accordance with the freedom of
information regulations and
§ 514.11(e)(2)(ii) of the animal drug
regulations (21 CFR 514.11(e)(2)(il)), a
summary of the safety and effective-
ness data and information submitted
to support approval of this application
is released publicly. The summary is
available for public examination at the
office of the Hearing Clerk (BFA-305),
Room 4-65, 5600 Fishers Lane, Rock-
ville, Md. 20857, between 9 a.m. and 4
p.m., Monday through Friday.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512 (1),

(n), 82 Stat. 347, 350-351 (21 U.S.C.
360b (I), (n))) and under authority del-
egated to the Commissioner of Food
and Drugs (21 CFR 5.1), parts 539 and
540 are amended as follows:

1. Part 539 is amended in subpart A
by adding new § 539.3 to read as fol-
lows:

§ 539.3 Sterile amoxicillin trhydrate.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality, and purity. Amoxicillin trIly-
drate Is the trihydrate form of D(-) a-
amino-p-hydroxybenzyl penicillin. It Is
so purified and dried that:

(i) Its potency is not less than 900
micrograms and not nore than 1,050
micrograms of amoxicillin per milli-
gram on an anhydrous basis.

(i) It is sterile.
(ill) It is nonpyrogenic.
(iv) It passes the safety test.
(v) Its moisture content is not less

than 11.5 percent and not more than
14.5 percent.

(vi) Its pH in an aqueous solution
containing 2 milligrams per milliliter
is not less than 3.5 and not more than
6.0.

(vii) Its amoxicillin content is not
less than 90 percent on an anhydrous
basis.

(viii) The acid-base titration concor-'
dance is such that the difference be-
tween the percent amoxicillin content
when determined by nonaqueous acid
titration and by nonaqueous base ti-
tration is not more than 6. The poten-
cy acid titration concordance Is such
that the difference between potency
value divided by 10 and the percent
amoxicillin content of the sample de-
termined by the nonaqueous acid ti-
tration is not more than 6. The poten-
cy-base titration concordance is such
that the difference between the poten-
cy value divided by 10 and the percent
amoxicillin content of the sample de-
termined by the nonaqueous base ti-
tration is not more than 6.

(ix) It is crystalline.
(x) it gives a positive Identity test

for amoxicillin trihydrate.
(2) Labeling. In addition to the label-

ing requirements prescribed by
§432.5(b) of this chapter, this drug
shall be labeled "amoxicllin".

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of thia chap-
ter, each such request shall contain:

(I) Results of tests and assays on the
batch for potency, sterility, pyrogens,
safety, moisture, pH, amoxicillin con-
tent, concordance, crystallinity, and
Identity.

(ii) Samples required:
(a) For all tests except sterility: 10

packages, each containing approxi-
- mately 600 milligrams.
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(b) For sterility testing: 20 packages,
each containing approximately 600
milligrams.

(b) Tests and methods of assay--(1)
Potency. Use any of the following
methods; however, the -results ob-
tained from the iodometric assay shall
be conclusive:

(i) Microbiological agar diffusion
assay. Proceed as directed in § 436.105
of this chapter, preparing the sample
for assay as follows: Dissolve an accu-
rately weighed portion of the -sample
in sufficient sterile distilled water to
give a stock solution containing 1.0
milligram of amoxicillin per milliliter
(estimated). Further dilute an aliquot
of the stock solution with 0.1 M potas-
sium phosphate buffer, pH 8.0 (solu-
tion 3) to the reference concentration
of 0.1 microgram of amdxicillin per
*mfiiter (estimated).

(ii) Iodometric assay. Proceed as di-
rected in § 436.204 of this chapter.

(iii) Hydroxylamine colorimetric
assay. Proceed as directed in § 436.205
of this chapter.

(2) Sterility. Proceed as directed in
§ 436.20 of this chapter -using the
method described in paragraph (e)(2)
of that section, except use medium C
in lieu of medium A, medium F in lieu
of medium E, and during the period of
incubation shake the tubes at least
once daily.

(3) .Pyrogens. Proceed as directed in
§ 436.32(f) of this chapter, using a so-
lution containing 20 milligrams of
amoxicillin per milliliter.

(4) Safety. Proceed as directed in
§ 436.33 of this chapter.

(5) Moisture. Proceed as directed. in
§ 436.201 of this chapter.

(6) pH. Proceed as directed in
§ 436.202 of this chapter, using an
aqueous solution containing 2 milli-
grams per milliliter.

(7) Amoricillin content Proceed as
directed in §436.213 of this chapter,
using both the titration procedures de-
scribed in paragraph (e) (1) and (2) of
that section. Calculate the percent
amoxicillin content as follows:

(I) Acid titration.

Percent amoxicillin content=(A-B) (nor-
mality of lithium methoxide reagent)
(365.4) (100) (100)/(weight of sample In
milligrams) (100-m)

where:
A=Mfliliters of lithium methoxide reagent

used in titrating the sample.
B=Milliliters of lithium methoxide reagent

used in titrating the blank.
m=Percent moisture content of the sample.
Difference=Potency in micrograms per mil-

ligram/10-percent amoxicillin content.
(ii) Base titration.

Percent amoxicillin content=(A-B) (nor-
mality of perchloric acid reagent) (365.4)

(100) (100)/(welght of sample In mill.
grams) (100-m)

where:
A=Mfllllters of perchloric add reagent

used In titrating the sample.
B=Mlllliters of perchloric ,acld reagent

used in titrating the blank.
re=Percent moisture content of the sample.
Difference=Potency In micrograms per mil-

ligram/10-percent amoxicillin content.
(8) Crystallinity. Proceed as directed

in § 436.203(a) of this chapter.
(9) Identity. Proceed as directed in

§436.211 of this.chapter, using a 0.5
percent potassium bromide disc pre-
pared as described in paragraph (b)(1)
of that section.

2. Part 540 is amended in subpart B
by adding new § 540.203 to read as fol-
lows:
§ 540.203 Sterile amoxielliln trihydrate for

suspension.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality, and purity. Sterile amoxicillin
trihydrate for suspension is a dry mix-
ture of amoxicillin trihydrate and one
or more suitable and harmless buffer
substances, stabilizers, suspending
agents, and preservatives. Its potency
is satisfactory if It is not less than 90
percent and not more than 120 per-
cent of the labeled amount of amoxi-
cillin. It is sterile. It is nonpyrogenic.
It passes the safety test. Its moisture
content Is not less than 11.0 percent
and not more than 14.0 percent. When
reconstituted as directed in the label-
ing, its pH is not less than 5.0 and not
more than 7.0. The amoxicillin trihy-
drate used conforms to the require-
ments of § 539.3 of this chapter.

(2) Labeling. It shall be labeled in
accordance with the requirements of
paragraph (c) of this section and
§ 510.55 of this chapter, and in addi-
tion, this drug shall be labeled "sterile
amoxicillin for suspension, veteri-
nary".

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chap-
ter, each such request shall contain:

(I) Results oftests and assays on:
(a) The amoxidillin trhydrate used

in making the batch for potency, mois-
ture, pH, amoxicillin content, concor-
dance, crystaliunity, and Identity.

(b) The batch for potency, sterility,
pyrogens, safety, moisture, and pH.

(iiJ Samples required:
(a) The amoxicilln trihydrate used

in making the batch: 10 packages,
each containing approximately 300
milligrams.

(b) The batch:
(1) For all tests except sterility: A

minimum of 12 immediate containers.
(2) For sterility testing* 20 Immedl-
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ate containers, collected dt regular in-
tervals throughout each filling oper-
ation.

(b) Tests and methods of assay-1)
Potency-(l) Sample preparation Re-
constitute as directed in the labeling.
Using a suitable -hypodermic needle
and syringe, remove all of the
withdrawable contents if the container
Is represented as a single-dose contain-
er or, if the- labeling specifies the
amount of potency in a given volume
of the resultant preparation, remove
an accurately measured representative
portion from each container. Dilute
the resultant solution with 0.1 M po-
tassluni phosphate buffer, pH 8.0 (so-
lution 3), for the microbiological agar
diffusion, assay, or distilled water for
the lodometric assay, to give a stock
solution of convenient concentration.

(11) Assay procedure. Use either of
the following methods; however, the
results obtained from the lodometric
assay shall be conclusive.

(a) Microbiological agar diffusiin
assay. Proceed as directed in § 436.105
of this chapter, diluting an aliquot of
the stock solution with solution 3 ta
the reference concentration of 0.1 mi-
crogram of amoxicillin per milliliter
(estimated).

(b) Iodometric assay. Proceed as di-
rected in § 436.204 of this chapter, di-
luting an aliquot of the stock solution
with distilled water to the prescribed
concentration.

(2) Sterility. Proceed as directed in
§436.20 of this chapter, using the
method described in paragraph (e)(2)
of that section, except use medium C
in lieu of medium A, medium P in lieu
of medium E, and during the period of
incubation shake the tubes at least
once aaIly.

(3) Pyrogens. Proceed as directed in
§ 436.32(f) of this chapter, using a so-
lution containing 20 milligrams of
amoxicillin per millliter.

(4) Safety. Proceed as directed in
§ 436.33 of this chapter.

(5) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(6) pH. Proceed as directed in
§ 436.202 of this chapter, using the so-
lution obtained when the product is
reconstituted as directed in the label-
ing.

(C) Conditions of marketing-(l)
Specifications. Each vial contains 3
grams of amoxicillin activity as the tri-
hydrate. It is xeconstituted with sterile
water for injection USP to the concen-
tration of 100 or 250 milligrams per
milliliter.

(2) Sponsor. See 000029 in
§ 510.600(c) of this chapter.

(3) Conditions of use in dogs and
cats-(i) Amount 5 milligrins per
pound of body weight daily.
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(i) Indications for use-(a) Dogs:
Use for the treatment of infections
caused by susceptible strains of organ-
isms as follows: Respiratory infections
(tonsillitis, tracheobronchitis) due to
Staphylococcus aureus, Streptococcus
spp., E. col, and Proteus mirabilis;
genitourinary infections (cystitis) due
to Staphylococcus aureus, Streptococ-
cus spp., E. coli, and Proteus mirabilis;
gastrointestinal infections (bacterial
gastroenteritis) due to Staphylococcus
aureus, Streptococcus spp., E. col, and
Proteus mirabilis; bacterial dermatitis
due to Staphylococcus aureus, Strepto-
coccus spp., and Proteus mirabilis; soft
tissue infections (abscesses, lacer-
ations, and wounds) due to Staphylo-
coccus aureus, Streptococcus spp., E.
col, and Proteus mirabilis.

(b) Cats: Use for the treatment of in-
fections caused by susceptible strains
of organisms as follows:-Upper respira-
tory infections due to Staphylococcus
aureus, Staphylococcus spp., Strepto-
coccus spp., Hemophilus spp., E. coli,
Pasteurella spp., and Proteus mirabi-
lis; genitourinary infections (cystitis)
due to Staphylococcus aureus, Strepto-
coccus spp., E. col, Proteus mirabilis,
and Corynebacterium spp.; gastroin-
testinal infections due to E. col, Pro-
teus spp., Staphylococcus spp., and
Streptococcus spp.; skin and soft tissue
infections (abscesses, lacerations, and
wounds) due to Staphylococcus
aureus, Staphylococcus spp., Strepto-
coccus spp., E. col, and Pasteurella
multocida.

(ill) Limitations. Administer once
daily for up to 5 days by intramuscu-
lar or subcutaneous injection. Treat-
ment should be continued for 48 hours
after the animal has become afebrile
or asymptomatic. If no improvement is
seen within 5 days, review the diagno-
sis and change therapy. As with all
antibiotics, apiropriate in vitro cultur-
ing and susceptibility testing of sam-
ples taken before treatment should be
conducted. For use in dogs and cats

* only. Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

Effective date: This regulation is ef-
fective August 25, 1978.

(Sec. 512(1), (n), 82 Stat. 347, 350-351 (21
U.S.C. 360b(, (n)).)

Dated: August 16, 1978.
LESTER M. CRAWFOR,

Director, Bureau of
Veterinary Medicine.

[FR Doc. 78-23572 Filed 8-24-78; 8:45 am]

[4830-01]

Title 26-Internal Revenue

CHAPTER I-INTERNAL REVENUE
SERVICE, DEPARTMENT OF THE
TREASURY

SUBCHAPTER F-PROCEDURE AND
ADMINISTRATION

[T.D. 7561; LR-265-74]
PART 301-PROCEDURE AND

ADMINISTRATION

Annual Registration for Employee
Retirement Benefit Plans

AGENCY: Internal Revenue Service,
Treasury.
ACTION: Final regulations.
SUMMARY: This document provides
final regulations relating to the re-
quirement that the plan administrator
of an employee retirement benefit
plan annually file information relating
to plan participants who separate
from service covered by the plan and
are entitled to a retirement benefit
under the plan, but are not paid this
retirement benefit. This document
also provides final regulations relating
to the requirement that a plan admin-
istrator report certain changes in plan
status, and to amounts imposed for
failure to file with the-Internal Reve-
nue Service certain information re-
quired in connection with employee re-
tirement benefit plans. Changes to the
applicable tax law were made by the
Employee Retirement Income Secu-
rity Act of 1974 ("ERISA"). These reg-
ulations provide plan administrators
and employers with the necessary
guidance to comply with the law, and
also affect plan participants who sepa-
rate from service covered by an em-
ployee retirement benefit plan and are
entitled to a retirement benefit under
the plan.
DATES: The regulations relating to
the reporting of the deferred vested
retirement benefit of a separated plan
participant are generally effective
with respect to participants separating
from service in plan years begifning
after 1975. The regulations relating to
the reporting of a change in plan
status are also effective for plan years
beginning after 1975. The regulations
relating to amounts imposed for fail-
ure to file certain information with re-

.spect to employee benefit plans are
generally effective for plan years be-
ginning after September 2, 1974.
FOR FURTHER INFORMATION
CONTACT:

Richard L. Johnson of the Legisla-
tion and Regulations Division, Office
of the Chief Counsel, Internal Reve-
nue Service, 1111 Constitution
Avenue NW., Washington, D.C.
20224 (Attention: CC:LR:T:LR-265-
74), 202-566-6358 (not a toll-free
number).

SUPPLEMENTARY INFORMATION:

BACKGROUND

On January 20, 1978, the FEDERAL
REGISTER published proposed amend-
ments to the procedure and adminis-
tration regulations (26 CFR Part 301)
under sections 6057, 6652 (e) and (f),
and 6690 of the Internal Revenue
Code of 1954 (43 FR 2892). A correc-
tion notice was published in the FED-
ERAL REGISTER on February 16, 1978
(43 FR 6812). The amendments were
proposed to conform the regulations
to section 1031 of the Employee Re-
tirement Income Security Act of 1974
(88 Stat. 943) ("ERISA"). A public
hearing was held on April 13, 1978.
After consideration of all comments
regarding the proposed amendments,
those amendments are adopted as re-
vised by this Treasury decision.

IDENTIFICATION OF SEPARATED PARTIC-
PANTS WITH DEFERRED VESTED RE-
TIREMENT BENEFIT

ERISA requires that the plan ad-
ministrator of an employee retirement
benefit plan file with the Internal
Revenue Service information relating
to each plan participant who separates
from service covered by the plan, is en-
titled to a deferred vested retirement
benefit under the plan and is not paid
this retirement benefit. The informa-
tion required describes the nature,
amount,-and form of the benefit to
which the participant is entitled, and
is to be filed on schedule SSA ("Identi-
fication of Separated Participants
With Deferred Vested Benefits") as an
attachment to the annual return/
report of employee benefit plan (form
5500 series). The description of the re-
tirement benefit is also to be provided
the participant.

The final regulations provided by
this document differ in part from the
proposed regulations. First, the final
regulations provide that a plan to
which more than one employer con-
tributes is required to file schedule
SSA starting with the first plan year
beginning after 1977. Accordingly, the
earliest required filing date for a plan
to which more than one employer con-
tributes is July 31, 1979. This is 1 year
later than the date provided in the
proposed regulations.

Under the proposed regulations, no
information relating to the retirement
benefit of a plan participant was re-
quired to be filed on schedule SSA if
the participant is paid some or all of
the benefit, forfeits the benefit or re-
turns to service covered by the plan
before the end of the plan year for
which the schedule SSA is filed. The
final regulations provide that no filing
is required if such an event occurs
before the date the schedule SSA is re-
quired to be filed, normally 7 months
after the end of the plan year.
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The final regulations provide that a
plan administrator may, at its option,
request that information relating to a
plan participant's retirement benefit
be deleted from Social Security Ad-
ministrationrecords if, after the infor-
mation is filed on schedule SSA, the
participant is paid some or all of the
benefit or forfeits the benefit under
the plan.

As described above, information re-
lating to a participant's retirement
benefit is not required to be filed on
schedule SSA if the participant ig paid
only some of the benefit, and informa-
tion previously filed may be deleted
upon payment of only some of the
benefit. The final regulations provide
that if the participant is not paid all
of the benefit, information relating to
the benefit to which the participant
remains entitled is required to be filed
on the schedule SSA filed for the plan
year following the plan year in which
a portion, of the benefit is last paid to
the participant.

The final regulations clarify that a
church or governmental plan is not re-
quired to file schedule SSA. In addi-
tion, certain other clarifying changes
have been made in the final regula-
tions.

DRAFTING INFORMATION

The principal author of these pro-
posed regulations was Richard L.
Johnson of the Legislation and Regu-
lations Division of the Office of Chief
Counsel, Internal Revenue Service.
However, personnel from other offices
of the Internal Revenue Service and
Treasury Department participated in
developing the regulation, both on
mgtters of substance and style.

AnoPTioN OF Am-DMENT TO THE
REGULATIONS

Accordingly, the proposed amend-
ments are adopted with the changes
set forth below:.

Paragraph 1. Section 301.6057-
l(a)(3) is revised by adding at the end
thereof a new sentence to read: "The
filing requirements described in this
section and § 301.6057-2 (relating to
notification of change in plan status)
do not apply to a governmental or
church plan described in section 414
(d) or (e)."

Par. 2. Section 301.6057-1(a)(5)(ii) is
revised to read as follows:

§30L6057-1 Empl6yee retirement benefit
plans; identification of participant with
deferred vested retirement benefit

(a) Annual registration statement * * 0
(5) Time for reporting deferred vested re-

tirement benefit * **
(ii) Exception. -Notwithstanding subdivi-

sion (i), no information relating to the de-
ferred vested retirement benefit of a sepa-
rated participant is required to be filed on
schedule SSA if, before the date such sched-
ule SSA is required to be filed (including
any'extension of time for filing granted pur-

suant to section 6081), the participant (A) Is
paid some or all of the deferred vested ro
tirement benefit under the plan. (B) returns
to service covered by the plan, or (C) for-
feits all of the deferred vested retirement
benefit under the plan.

* * S S

Par. 3. Section 301.6057-1(b)(2) is re-
vised to read as follows:

§301.6057-1 Employee retirement benefit
plans; identification of participant with
deferred rested retirement benefit.

* S S S S

(b) Plans to which more than one employ-
ercontributes 0 0 0

(2) Time for reporting deferred vested re-
tirement benefit-l) higeneruL In the case
of a plan to which more than one employer
contributes, information relating to the de-
ferred vested retirement benefit of a plan
participant must be filed no later than on
the schedule SSA filed for the plan year
within which the participant completes the
second of two consecutive 1-year breaks in
service (as defined In the plan for vesting
percentage purposes) in service computation
periods (as defined in the plan for vesting
perdentage purposes) which begin after De-
cember 31, 1974. At the option of the plan
administrator information relating to a par-
ticipant's deferred vested retirement benefit
may be filed earlier (that Is, on the schedule
SSA filed for the plan year In which the
participant incurs the first 1-year break in
service or, in the case of a separated particl-
pant, on the schedule SSA filed for the plan
yeai in which the participant separates
from service).

(Ui) Special rules. For purposes of this sub-
paragraph (1)-

(A) For the definition of the term "1-year
break In service" in the case of a plan which
uses the elapsed time method described in
Department of Labor regulations for credit-
ing service for vesting percentage purposes,
see § 1.411(a)-6(c)(2).

(B) In the case of a plan which does not
define the term "1-year break In service" for
vesting percentage purposes, a plan partici-
pant shall be deemed to incur a 1-year break
in service under the plan In any plan year
within which the participant does not com-
plete more .than 500 hours of service cov-
ered by the plan.

(ill) Transitional rule. Notwithstanding
subdivision (I). If the second consecutive 1-
year break in service described in subdivi-
sion (1) Is incurred in a plan year beginning
before January 1. 1978. information relating
to the participant's deferred vested retire-
mentbeneflt is not required to be filed earU-
er than on the schedule SSA filed for the
first plan year beginning aiter December 31,
1977.

(lv) Exception. Notwithstanding subdivi-
sion (1) or (ill) of this subparagraph, no in-
formation relating to a participant's de-
ferred vested retirement benefit Is required
to be filed on schedule SSA If, before the
date such schedule SSA Is required to be
filed (including any extension of time for
filing granted pursuant to section 6081), the
participant (A) Is paid some or all of the de-
ferred vested retirement benefit under the
plan. (B) accrues additional retirement
benefits under the plan, or (C) forfeits all of

the deferred vested retirement benefit
under the plan.

Par. 4. Section 301.6057-1(b)(3)Ci) is
revised by deleting the second and
third sentences and inserting in lieu
thereof "If, in view of information
provided either by the incomplete rec-
ords or the plan participant, there is a
significant likelihood that the plan
participant is vested in a deferred re-
tirement benefit under the plan, infor-
mation relating to the participant
must be filed on schedule SSA with
the notation that the participant may
be entitled to a deferred vested retire-
ment benefit under the plan, but in-
formation relating to the amount of
the benefit may be omitted".

Par. 5. Section 301.6057-I(c) is re-
vised to read as follows:

§ 301.6057-1 Employee retirement benefits
,plans; identification of participant with
deferred -ested retirement benefit.

* S S S •

c) Voluntary filing--l) In general. The
plan administrator of an employee retire-
ment benefit plan described in paragraph
(a)(3) of this section, or any other employee
retirement benefit plan (including a govern-
mental or church plan), may at Its option,
file on schedule SSA information relating to
the deferred vested retirement benefit of
any plan participant who separates at any
time from service covered by the plan, in-
eluding plan participants who separate from
service In plan years beginning before 1976.

(2) Deleting previously filed information.
If, after Information relating to the de-
ferred vested retirement benefit of a plan
participant Is filed on schedule SSA, the
plan participant-

(1) Is paid some or all of the deferred
vested retirement benefit under the plan, or

(I) Forfeits all of the deferred vested re-
tirement benefit under the plan.

the plan administrator may, at its option,
file on schedule SSA (or such other form as
may be provided for this purpose) the name
and social security number of the partici-
pant with the notation that Information
previously filed relating to the participant's
deferred vested retirement benefit should
be deleted.

Par. 6. Paragraphs (d), (e) and Cf of
§301.6057-i are redesignated (e), Mf,
and (g), respectively, and a new para-
graph (d) is added to read as follows:

§301.6057-1 Employee retirement benefit
plans; identification of participant with
deferred vested retirement benefit

Cd) Filing incident to cessation of pay-
ment of beneft-Il) In general. As de-
scribed in this section, no information relat.
Ing to the deferred-vested retirement bene-
fit of a plan participant is required to be
filed on schedule SSA if before the date
such schedule SSA Is required to be filed,
some of the deferred vested retirement
benefit is paid to the participant, and infor-
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mation relating to a participant's deferred
vested retirement benefit which was previ-
ously filed on schedule SSA may be deleted
if the participant Is paid some of the de-
ferred vested retirement benefit. If payment
of the deferred vested retirement benefit
ceases before all of the benefit to which the
participant Is entitled is paid to the partici-
pant, information relating to the deferred
vested retirement benefit to which the par-
ticipant remains entitled shall be filed on
the schedule SSA filed for the plan year fol-
lowing the last plan year within which a
portion of the benefit is paid to the partici-
pant.

(2) Exception. Notwithstanding subpara-
graph (1) of this paragraph, no Information
relating to the deferred vested retirement
benefit to which the participant remains en-
titled is required to be filed on schedule
SSA if, before the date such schedule SSA Is
required to be filed (including any extension
of time for filing granted pursuant to sec-
tion 6081), the participant (i) returns to
service covered by the plan, (ii) accrues ad-
ditional retirement benefits under the plan,
or (iWi) forfeits the benefit under the plan.

Par. 7. Section 301.6054-1(d), redes-
ignated as § 301.6057-1(e), is revised to
read as follows:
§301.6057-1 Employee retirement benefit

plans; identification of participant with
deferred vested retirement benelit

(e) Individual statement to participant.
The plan administrator of an employee re-
tirement benefit plan defined in paragraph
(a)(3) of this section must provide each par-
ticipant with respect to whom information
Is required to be filed on schedule SSA a
statement describing the deferred vested re-
tirement benefit to which the participant is
entitled. The description provided the par-
ticipant must include the information filed
with respect to the participant on schedule
SSA. The statement is to be delivered to the
participant or forwarded to the participant's
last known address no later than the date
on which any schedule SSA reporting infor-
mation with respect to the participant is re-
quired to be filed (including any extension
of time for filing granted pursuant to sec-
tion 6081).

Par. 8. Section 301.6057-1(e), redesig-
nated as § 301.6057-1(f), is revised by
deleting "paragraph (d)" where ft ap-
pears therein and inserting in lieu
thereof "paragraph (e)".

Par. 9. Section 301.6057-1(f)(2), re-
designated as § 301.6057-(g)(2), is re-
vised to read as follows: ^ I I

§ 301.6057-1 Employee retirement benefit
plans; identification of participant with
deferred vested retirement benefit

* * * * *

(g) Effective dates. ***
(2) Plans to which more than one employ-

er contributes. In the case of a plan to
which more than one employer contributes,
this section is effective for plan years begin-
ning after December 31, 1977, and with re-
spect to a participant who completes two
consecutive one-year breaks in service under
the plan in service computation periods-be-
ginning after December 31, 1974.

Par. 10. Section 301.6652-3(a) is re-
yised by deleting "(determined with-
out. regard to any extension of time
for filing)" where it appears in subpar-
agraphs (4) and (5), and inserting in
lieu thereof "(determined with regard
to any extension of time for filing)".

Par. 11. Section 301.6652-3(e)(1)(ii)
is revised as follows:

§ 301.6652-3 Failure to file information
with respect to employee retirement
benefit plan.

* * S * *

(e) Effective dates-(l) Annual registra-
tion statement * * *

(ii) In the case of a plan to which more
than one employer contributes, for plan
years beginning after Decejmber 31, 1977,
and with respect to participants who com-
plete two consecutive 1-year breaks in serv-
ice under the plan in service computation
periods beginning after December 31, 1974.

* * * * S

Par. 12. Section 301.6690-1 is revised
by deleting "§ 301.6057-1(d)" each
place it appears therein and inserting
in lieu thereof "§ 301.6057-1(e)".

This Treasury decision is issued
under the authority contained in sec-
tions 6057 and 7805 of the Internal
Revenue Code of 1954 (88 Stat. 943
and 68A Stat. 917; 26 U.S.C. 6057 and
7805).

JEROME KURTZ,
Commissioner of
Internal Revenue.

Approved: August 17, 1978.
DONALD C. LuicK,

Assistant Secretary
. of the Treasury.

PARAGRAPH 1. There is inserted in the
appropriate place the following new
sections:

§ 301.6057-1 Employee retirement benefit
plans; identification of participant with
deferred vested retirement'benefit.

(aY Annual registration statement-
(1) In general. Under section 6057(a),
the plan administrator (within the
meaning of section 414(g)) of an em-
ployee retirement benefit plan must
file with the Internal Revenue Service
information relating to each plan par-
ticipant who separates from service
covered by the plan and is entitled to a
deferred vested retirement benefit
under the plan, but is not paid this re-
tirement benefit. Plans subject to this
filing requirement are described in
subparagraph (3) of this paragraph.
Subparagraph (4) describes how the
information is to be filed with the In-
ternal Revenue Service. In the case of
a plan to which only one employer
contributes, the time for filing the in-
formation with respect to each sepa-
rated participant is described in sub-
paragraph (5). In the case of a plan to

which more than one employer con-
tributes the time for filing the Infor-
mation with respect to a participant Is
described in paragraph (b)(2). Para-
graph (b) also provides other rules ap.
plicable only to plans to which more
than one employer contributes.

(2) Deferred vested retirement bene-
fit. For purposes of this section, a plan
participant's deferred retirement bene-
fit is considered a vested benefit If it Is
vested under the terms of the plan at
the close of the plan year described in
paragraph (a)(5) or (b)(4) (whichever
is applicable) for which information
relating to any deferred vested retire-
ment benefit of the participant must
be filed. A participant's deferred re-
tirement benefit need not be a nonfor-
feltable benefit within the meaning of
section 411(a) for the filing require-
ments described in this section to
apply. Accordingly, Information relat-
ing to a participant's deferred vested
retirement benefit must be filed as re-
quired by this section notwithstanding
that the benefit is subject to forfeiture
by reason of an event or condition oc-
curring subsequent to the close of the
plan year described in paragraph
(a)(5) or (b)(4) (whichever is applica-
ble) for which information relating to
any deferred vested retirement benefit
of the participant must be filed.

(3) Plans subject to filing require-
ment. The term "employee retirement
benefit plan" means a plan to which
the vesting standards of section 203 of
part 2 of subtitle B of title I of the
Employee Retirement Income Securi-
ty Act of 1974 (88 Stat. 854) apply for
any day in the plan year. (For pur-
poses of this section, "plan year"
means the plan year as determined for
purposes of the annual return re-
quired by section 6058(a)). According-
ly, a plan need not be a qualified plan
within the meaning of section 401(a)
to be subject to these filing require-
ments. A plan to which more than one
employer contributes must file the
report of deferred vested retirement
benefits described in this section, but
see paragraph (b) for special rules ap-
plicable to such a plan. The filing re-
quirements described in this section
and § 301.6057-2 (relating to notifica-
tion of change in plan status) do not
apply to a governmental or church
plan described in section 414 (d) or (e).

(4) Filing requirements. Information
relating to the deferred vested retire-
ment benefit of a plan participant
must be filed on schedule SSA as an
attachment to the Annual Return/
Report of Employee Benefit Plan
(form 5500 series). Schedule SSA shall
be filed on behalf of an employee re-
tirement benefit plan for each plan
year for which Information relating to
the deferred vested retirement benefit
of a plan participant Is filed under
paragraph (a)(5) or (b)(2) of this sec-
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tion. There shall be filed on schedule
SSA the name and social security
number of the participant, a descrip-
tion of the nature, form, and amount
of the deferred vested retirement
benefit to which the participant-is en-
titled, and sucti other information as
is required by section 6057(a) or'sched-
ule SSA and the accompanying
instructions. The form of the benefit
reported on. schedule SSA shall be the
normal form of benefit under the
plan, or, .if the plan administrator
(within the meaning of section 414(g))
considers it more appropriate, any
other form of benefit.

(5) Time -for reporting deferred
vested retirement benefit- (i) In gener-
aL In the case of a plan to which only
one employer contributes, information
relating to the deferred vested retire-
ment benefit of a plan participant
must be filed no later than on the
schedule SSA filed for the plan year
following the plan year within which
the participant separates from service
covered by the plan. Information re-
lating to a separated participant may,
at the option of the plan administra-
tor, be reported earlier (that is, on the
schedule SSA filed for the plan year in
which the participant separates from
service covered by the plan). For pur-
poses of -this paragraph a participant
is not considered to separate from
service covered by the plan solely be-
cause the participant incurs a break in
service under the plan. In addition, for
purposes of this paragraph, in the case
of a plan which uses the elapsed time
method described in Department of
Labor regulations for crediting service
for benefit accrual purposes, a partici-
pant is considered to separate from
service covered by the plan on the
date the participant severs from serv-
ice covered by the plan.

(ii) Exception. Notwithstanding sub-
'division (i), no information relating to
the deferred vested retirement benefit
of a separated participant is required
to be filed on schedule SSA if, before
the date such schedule SSA is required
to be filed (including any extension of
time for filing granted pursuant to sec-
tion 6081), the participant (A) is paid
some or all of the deferred vested re-
tirement benefit under the plan, (B)
returns to service covered by the plan,
or (C) forfeits all of the deferred
vested retirement benefit under the
plan.

(b) Plans to which more than one
employer contributes-l) Application.
Section 6057 and this section apply to
a plan to which more than one em-
ployer contributes with the modifica-
tions set forth in this paragraph. For
purposes of section 6057 and this sec-
tion, whether or not more than one
employer contributes to a plan shall
be determined by the number of em-
ployers who are required to contribute

RULES AND REGULATIONS

to the plan. Thus, for example, this
paragraph applies to plans maintained
by more than one employer which are
collectively bargained as described In
section 413(a), multiple-employer
plans described in section 413(c) and
the regulations thereunder, multiem-
ployer plans described in section
414(f), and plans adopted by more
than one employer of certain con-
trolled and common control groups de-
scribed In section 414 (b) and (c).

(2) Time for reporting deferred
vested retirement benefit-(i) In gener-
al. In the case of a plan to which more
than one employer contributes, infor-
mation relating to the deferred vested
retirement benefit of a plan partici-
pant must be filed no later than on
the schedule SSA filed for the plan
year within which the participant
completes the second of two consecu-
tive one-year breaks in service (as de-
fined in the plan for vesting percent-
age purposes) in service computation
periods (as defined in the plan for
vesting percentage purposes) which
begin after December 31, 1974. At the
option of the plan administrator, in-
formation relating to a participant's
deferred vested retirement benefit
may be filed earlier (that is, on the
schedule SSA filed for the plan year In
which the participant incurs the first
one-year break in service or, in the
case of a separated participant, on the
schedule SSA filed for the plan year in
which the participant separates from
service).

(ii) Special rules-For purposes of
this subparagraph (1)-

(A) For the definition of the term
"1-year break In service" in the case of
a plan which uses the elapsed time
method described in Department of
Labor Regulations for crediting service
for vesting percentage purposes, see
§ 1.411(a)-6(c)(2).

(B) In the case of a plan which does
not define the term "l-year break in
service" for vesting percentage pur-
poses, a plan participant shall be
deemed to incur a 1-year break In serv-
ice under the plan in any plan year
within which the participant does not
complete more than 500 hours of serv-
ice covered by the plan.

(ill) Transitional rule Notwithstand-
ing subdivision (i). if the second con-
secutive 1-year break In service de-
scribed in subdivision (I) is incurred in
a plan year beginning before January
1, 1978, information relating to the
participant's deferred vested retire-
ment benefit is not required to be filed

- earlier than on the schedule SSA filed
for the first plan year beginning after
December 31, 1977.

(iv) Exception. Notwithstanding sub-
division (I) or (ill) of this subpara-
graph, no information relating to a
participant's deferred vested retire-
ment benefit is required to be filed on

38005

schedule SSA If, before the date such
schedule SSA is required to be filed
(including any extension of time for
filing granted pursuant to section
6081), the participant CA) is paid some
or all of the deferred vested retire-
ment benefit under the plan, (B) ac-
crues additional retirement benefits
under the plan, or (C) forfeits all of
the deferred vested retirement benefit
under the plan.

(3) Information relating to deferred
vested retirement benefit-(i) Incom-
plete records. Section 6057(a) and
paragraph (a)C4) of this section re-

. quire the filing on schedule SSA of a
description of the deferred vested re-
tirement benefit to which the partici-
pant is entitled. If the plan adminis-
trator of a plan to which more than
one employer contributes maintains
records of a participant's service cov-
ered by the plan which are incomplete
as of the close of the plan year with
respect to which the plan administra-
tor files information relating to the
participant on schedule SSA, the plan
administrator may elect, to file the in-
formation required by schedule SSA
based only upon these incomplete rec-
ords. The plan administrator is not re-
quired, for purposes of completing
schedule SSA, to compile from sources
other than such records a complete
record of a participant's years of serv-
Ice covered by the plan. Similarly; if
retirement benefits under the plan are
determined by taking into account a
participant's servicewith an employer
which is not service covered by the
plan, but the plan administrator main-
tains records only with respect to peri-
ods of service covered by the plan, the
plan administrator may complete
schedule SSA taking into account only
the participant's period of service cov-
ered by the plan.

(i) Inability to determine correct
amount of participant's deferred
vested retirement benefit If the
amount of a participant's deferred
vested retirement benefit which is
filed on schedule SSA is computed on
the basis of plan records maintained
iiy the plan administrator which-

(A) Are Incomplete with respect to
the participant's service covered by
the plan (as described in subdivision
(I)), or

(B) Fall to account for the partici-
pant's service not covered by the plan
which is relevant to a determination of
the participant's deferred vested re-
tirement benefit under the plan (as de-
scribed in subdivision (i)),

then the plan administrator must indi-
cate on schedule SSA that the amount
of the deferred vested retirement
benefit shown therein may be other
than that to which the participant is
actually entitled because the amount
is based upon incomplete records.
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(ii) Inability to determine whether
participant vested in deferred retire-
ment benefit Where, as described in
subdivision (i), information to be re-
ported on schedule SSA is to be based
upon records which are incomplete
with respect to a participant's service
covered by the plan or which fail to
take into account relevant service not
covered by the plan, the plan adminis-
trator may be unable to determine
whether or not the participant is
vested in any deferred retirement
benefit. If, in view of information pro-
vided either by the incomplete records
or the plan participant, there is a sig-
nificant likelihood that the plan par-
ticipant is vested in a deferred retire-
ment benefit under the plan, informa-
tion relating to the participant must
be filed on schedule SSA with the no-
tation that the participant may be en-
titled to a deferred vested retirement
benefit under the plan, but informa-
tion relating to the amount of the
benefit may be omitted. This subdivi-
sion (ii) does not apply in a case in
which It can be determined from plan
records maintained by the plan admin-
istrator that the participant is vested
in a deferred retirement benefit. Sub-
division (ii), however, may apply in
such a case.

c) Voluntary filing-Cl) In general.
The plan administrator of an employ-
ee retirement benefit plan described in
paragraph (a)(3) of this section, or any
other employee retirement benefit
plan (including a governmental or
chruch plan), may at Its option, file on
schedule SSA information relating to
the deferred vested retirement benefit
of any plan participant who separates
at any time from service covered by
the plan, including plan participants
who separate from service in plan
years beginning before 1976.

(2) Deleting previously filed infor-
mation. If, after information relating
to the deferred vested retirement
benefit of a plan participant is filed on
schedule SSA, the plan participant-
(i) Is paid some or all of the deferred

vested retirement benefit under the
plan, or

(ii) Forfeits all of the deferred
vested retirement benefit under the
plan, the plan administrator .may, at
its option, file on schedule SSA (or
such other form as may be provided
for this purpose) the name and social
security number of the participant
with the notation that information
previously filed relating to the partici-
pant's deferred vested retirement
benefit should be deleted.

Cd) Filing incident to cessation of
payment of benefits-(1) In general. As
described in this section, no informa-
tion relating to the deferred vested re-
tirement benefit of a plan participant
is required to be filed on schedule SSA
if before the date such schedule SSA

is required to be filed, some of the de-
ferred vested retirement benefit is
paid to the participant, and informa-
tion relating to a participant's de-
ferred vested retirement benefit which
was previously filed on schedule SSA
may be deleted if the participant is
paid some of the deferred vested re-
tirement benefit. If payment of the de-
ferred vested retirement benefit ceases
before all of the benefit to which the
participant is entitled is paid to the
participant, information relating to
the deferred vested retirement benefit
to which the participant remains enti-
tled shall be filed on the schedule SSA
filed for the plan year following the
last plan year within which a portion
of the benefit is paid to the partici-
pant.

(2) Exception. Notwithstanding sub-
paragraph (1) of this paragraph, no in-
formation relating to the deferred
vested retirement benefit to which the
participant remains entitled is re-
quired to be filed on schedule SSA if,
before the date such schedule SSA is
required to be filed (including any ex-
tension of time for filing granted pur-
suant to section 6081), the participant
(i) returns to service covered by the
plan, (ii) accures additional retirement
benefits under the plan, or (ili) forfeits
the benefit under the plan.

(e) Individual statement to partici-
pant, The plan administrator of an
employee retirement benefit plan de-
fined in paragraph (a)(3) of this sec-
tion must provide each participant
with respect to whom information is
required to be filed on schedule SSA a
statement describing the deferred
vested retirement benefit to which the
participant is entitled. The description
provided the participant must include
the information filed with respect to
the participant on schedule SSA. The
statement is to be delivered to the par-
ticipant or forwarded to the partici-
pant's last known address no later
than the date on which any schedule
SSA reporting information with re-
spect to the participant is required to
be filed (including any extension of
time for filing granted pursuant to sec-
tion 6081).

() Penalties. For amounts imposed
in the case of-failure to file the report
of deferred'vested retirement benefits
required by section 6057 (a) and para-
graph (a) or b) of this section, see sec-
tion 6652(e)(1). For the penalty relat-
ing to a failure to provide the partici-
pant the individual statement of de-
ferred vested retirement benefit re-
quired by section 6057(e) and para-
graph Ce) of this section, see section
6690.

(g) Effective dates.-() Plans to
which only one employer contributes.
In the case of a plan to which only one
employer contributes, this section is
effective for plan years beginning

after December 31, 1975, and with re-
spect to a participant who separates
from service covered by the plan In
plan years beginning after that date.

(2) Plans to which more than one
employer contributes. In the case of a
plan to which more than one employer
contributes, this section is effective for
plan years beginning after December
31, 1977, and with respect to a partic-
pant who completes two consecutive 1-
year breaks in service under the plan
in service computation periods begin-
ning after December 31, 1974.

§ 301.6057-2 Employee retirement benefit
plans; notification of change in plan
status.

(a) Change in plan status. The plan
administrator (within the meaning of
section 414(g)) of an employee retire.
ment benefit plan defined in
§ 301.6057-1(a)(3) (including a plan to
which more than one employer con
tributes, as described In §301.6057-
l(b)(1)) must notify the Internal Reve.
nue Service of the following changes
in plan status-

(l) A change in the name of the
plan.

(2) A change in the name or address
of the plan administrator,

(3) The termination of the plan, or
(4) The merger or consolidation of

the plan with another plan or the divl-
sion of the plan into two or more
plans.

b) Notification. A notification of a
change in status described In para-
graph (a) must be filed on the Annual
Return/Report of Employee Benefit
Plan (form 5500 series) for the plan
year in which the change in status oc-
curred. The notification must be filed
at the time and place and In the
manner prescribed in the form and
any accompanying instructions.

(c) Penalty. For amounts Imposed In
the case of failure to file a notification
of a charge in plan status required by
section 6057(b) and this section, see
section 6652(e)(2).

(d) Effective date. This section Is ef-
fective for changes in plan status oc.
curring within plan years beginning
after December 31, 1975.

§ 301.6652 [Deleted]
PAR. 2. Section 301.6652 is deleted.
PAR. 3. There is added immediately

after § 301.6652-2 the following new
section:

§ 301.6652-3 Failure to file information
with respect to employee retirement
benefit plan.

(a) Amount imposed-1) Annual reg.
istration statement. The plan adminls
trator (within the meaning of section
414(g)) of an employee retirement
benefit plan defined In § 301.6057-
l(a)(3) is liable for the amount im,
posed by section 6652(e)(1) n each
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case in which there is a failure to file
information relating to the deferred
vested retirement benefit of a plan
participant, as required by section
6057(a) and § 301.6057-1, at the time
and _place and in the manner pre-
scribed therefor (determined without
reiard to any extension of time for
filing). The amount imposed by sec-
tion 6652(e)(1) on the plan administra-
tor is $1 for each participant with re-
spect to whom there is a failure to file
the required information, multiplied
by the number of days during which
the failure continues. However, the
total amount imposed by section
6652(e)(1) on the plan administrator
with respect to a failure to file on
behalf of a plan for a plan year shall
not exceed $5,000.

(2) Notification of change in status.
The plan administrator (within the
meaning of section 414(g)) of an em-
ployee retirement benefit plan defined
in § 301.6057-1(a)(3) is liable for the
amount imposed by section 6652(e)(2)
in each case in which there is a failure
to file a notification of a change in
plan status, as described in section
6057(b) and § 301.6057-2, at the time
and place and in the manner pre-
scribed therefor (determined without
regard to any extension of time for
filing). The amount imposed by sec-
tion 6652(e)(2) on the plan a initra-
tor is $1 for each day during which the
failure to so file a notification of a
change in plan status continues. How-
ever, the total amount imposed by sec-
tion 6652(e)(2) on the plan administraf-
tor with respect to a failure to file a
notification of a change in plan status
shall not exceed $1,000.

(3) Annual return of employee bene-
fit plan. [Reserved.]

(4) Actuarial statement in case of
mergers. The plan administrator
(within.the meaning of section 414(g))
is liable for an amount imposed by sec-
tion 6652(f) in each case in which
there is a failure to file the actuarial
statement described in section 6058(b)
at the time and in the manner pre-
scribed therefor (determined with
regard to any extension of time for
filing). The amount imposed by sec-
tion 6652(f) on the plan administrator
is $10 for each day during which the
failure to file the statement with re-
spect to a merger, consolidation or
transfer of assets or liabilities contin-
ues. However, the amount imposed by
section 6652(f) on the plan administra-
tor with respect to a failure to file the
statement with respect to a merger,
consolidation or transfer shall not
exceed $5,000.'

(5) Information- relating to certain
trusts and annuity and bond purchase
plans. Under section 6652(f) the

-amount described in this subpara-
graph is imposed in each case in which
there is a failure to file a return or
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statement required by section 6047 at
the time and in the manner prescribed
therefor in § 1.6047-1 (determined
with regard to any extension of time
for filing). The amount is imposed
upon the trustee of a trust described
in section 401(a), custodian of a custo-
dial account or issuer of an annuity
contract, as the case may be (see
§ 1.6047-1(a)(1) (1) and (W1)). The
amount imposed by section 6652(f) is
$10 for each day during which the fail-
ure to file with respect to a payee for a
calendar year continues. However, the
amount imposed with respect to a fail-
ure to file with respect to a payee for a
calendar year shall not exceed $5,000.

(b) Showing of reasonable cause. (1)
No amount imposed by section 6652(e)
shall apply with respect to a failure to
file information relating to the de-
ferred vested retirement benefit of a
plan participant under section 6057(a),
or a failure to give notice of a change
in plan status under section 6057(b), if
it is established to the satisfaction of
the director of the internal revenue
service center at which the informa-
tion or notice is required to be filed
that the failure was due to reasonable
cause.

(2) No amount Imposed by section
6652(f) shall apply with respect to a
failure to file a return or statement re-
quired by section 6058 or 6047, or a
failure to provide material items of in-
formation called for on such a return
or statement, if It Is established to the
satisfaction of the appropriate district
director or the director of the internal
revenue service center at which the
return or statement Is required to be
filed that the failure was due to rea-
sonable cause.

(3) An affirmative showing of rea-
sonable cause must be made in the
form of a written statement setting
forth all the facts alleged as reason-
able cause. The statement must con-
tain a declaration by the appropriate
individual that the statement is made
under the penalties of perjury.

(c) Joint liability. If more than one
person is responsible for a failure to
comply with sections 6057 (a) or (b) or
section 6058 (a) or (b) or section 6047,
all such persons shall be jointly and
severally liable with respect to the
failure.

(d) Manner of payment. An amount
imposed under section 6652 (e) or ()
and this section shall be paid in the
same manner as a tax upon the issu-
ance of notice and demand therefor.

(e) Effective dates-(1) Annual regis-
tration statement. With respect to the
annual registration statement de-
scribed in section 6057(a), this section
is effective-

(I) In the case of a plan to which
only one employer contributes, for
plan years beginning after December
31, 1975, with respect to participants

38007

who separate from service covered by
the plan in plan years beginning after
that date, and

(i) In the case of a plan to which
more than one employer contributes,
for plan years beginning after Decem-
ber 31, 1977, and with respect to par-
ticipants who complete two consecu-
tive 1-year breaks in service under the
plan in service computation periods
beginning after December 31, 1974.

(2) Notification of change in status.
With respect to the notification of
chahge in plan status required by sec-
tion 6057(b), this section is effective
with respect to a change in status oc-
curring within plan years beginning
after December 31, 1975.

(3) Annual return of employee bene-
fit plan. With respect to the annual
return of employee benefit plan re-
quired by section 6058(a), this section
is effective for plan years beginning -
after September 2, 1974.

(4) Actuarial statement in case of
mergers. With respect to the actuarial
statement required by section 6058(),
this section is effective with respect to
mergers, consolidations or transfers of
assets or liabilities occurring after Sep-
tember 2, 1974.

(5) Information relating to certain
trusts and annuity and bond purchase
plans With respect to reports or state-
ments required to be filed by section
6047 and the regulations thereunder,
this section is effective with respect to
calendar years ending after September
2, 1974.

PFAi 4. There is added in the appro-
priate place the following new section:

§ 301.6690-1 Penalty for fraudulent state-
ment or failure to furnish statement to
plan participant

(a) Penalty. Any plan administrator
required by section 6057(e) and
§ 301.6057-1(e) to furnish a statement
of deferred vested retirement benefit
to a plan participant is subject to a
penalty of $50 in each case in which
the administrator (1) willfully fails to
furnish the statement to the partici-
pant in the manner, at the time, and
showing the information required by
section 6057(e) and §301.6057-1(e), or
(2) willfully furnishes a false or fraud-
ulent statement to the participant.
The penalty shall be assessed and col-
lected in the same manner as the tax
Imposed on employers under the Fed-
eral Insurance Contributions Act.

(b) Effective date. This section shall
take effect on September 2, 1974.

CFR Doe. 78-24010 Filed 8-24-78; 8:45 am]
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[3410-11]
Title 36-Parks, Forests, and Public

Property

CHAPTER II-FOREST SERVICE,
DEPARTMENT OF AGRICULTURE

PART 223-SALE AND DISPOSAL OF
TIMBER

National Forest Timber Sales;
Contract Conditions

AGENCY: Forest Service, USDA.
ACTION: Final rule.
SUMMARY: This rule revises require-
ments for payment guarantees fur-
nished in lieu of advance cash pay-
ments on national forest timber sales.
The new rule will allow irrevocable let-
ters of credit to be acceptable as pay-
ment guarantees.
EFFECTIVE DATE: August 25, 1978.
FOR FURTHER INFORMATION
CONTACT:

George VL Leonard or Peter J.
Wagner, Timber Management Staff,
Forest Service, Department of Agri-
culture, P.O. Box 2417, Washington,
D.C. 20013, 202-447-4051.

SUPPLEMENTARY INFORMATION:
On May 10, 1978, the Secretary of Ag-
riculture published a proposed rule (43
FR 20022) which would add irrevoca-
ble letters of credit to the list of ac-
ceptable sureties for payment bonds
on national forest timber sales. The
final rule is very similar to the pro-
posed rule with one minor change
which requires refunds to be made to
the "current holder of the contract"
rather than to "the original deposi-
tors.",

SULMARY OF Co $E
There were a total of five comments,

all but one endorsing the proposed
rule. One respondent opposed the rule
as unnecessary and as allowing high
risk entities to bid on future offerings.
Several respondents favored the rule
but suggested that refunds be made to
the current holder of the contract
rather -than the original depositor.
The final regulations reflect this sug-
gestion.

Several respondents suggested word-
ing changes which would have re-
quired the refund of "Advance pay-
ments found to be in excess of
amounts due to the United States
under the terms of this contract
* * *." This addition would prevent
the Government from exercising its
rights to use deposits from other con-
tracts when the contracts explicitly
permit such use. This change would be
to the disadvantage of the Govern-
ment by weakening collection rights
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on sales where purchaser credit is
being transferred. Therefore, this sug-
gestion has not been used.

One respondent suggested adding
negotiable securities as a form of ac-
ceptable payment guarantee. The pro-
posed regulation is worded in a general
way so negotiable secUrities will be
permitted. Therefore, the proposed
addition is unnecessary.

Therefore 36 CFR 223.3(e) is hereby
modified to read:

§ 223.3 Contract conditions.

* * * * *

(e) Sale contracts shall provide that
timber and forest products be paid for
in advance of cutting, unless the con-
tract authorizes the purchaser to fur-
nish a payment guarantee satisfactory
to the Forest Service. Advance pay-
ments found to be in excess of
amounts due the United States shall
be refunded to the current holder of
the contract or to successors in inter-
est. (90 Stat. 2959; 16 U.S.C. 472a.)

AUGUST 18, 1978.
M. RUPERT CUTLER,
Assistant Secretary.

MFR Doc. 78-23847 Piled 8-24-78; 8:45 am]

[6560-01]
Title 40-Protection of Environment

CHAPTER I-ENVIRONMENTAL
PROTECTION AGENCY

SUBCHAPTER D-WATER PROGRAMS

[DRL 953-3J

PART 118-DETERMINATION OF
HARMFUL QUANTITIES FOR HAZ-
ARDOUS SUBSTANCES

Effective Date of Regulations

AGENCY: Environmental Protection
-Agency.
ACTION: Deferral of effective date.

SUMIMARY: On March 13, 1978, EPA
published regulations under section
311 of the Clean Water Act to control
the discharge of hazardous substances
'(43 FR 10474). On August 4, 1978, the
District Court for the Western District
of Louisiana declared certain portions
of these regulations invalid, void, and
unenforceable. Hazardous substances
regulations under section 311 may,
however, become effective in the
future. EPA hereby defers the effec-
tive date of such regulations as they
apply to discharges from railroad roll-
ing stock until there are appropriate
legal requirements for rail shippers to
identify cargoes containing substances
designated as hazardous under section
311.

Interested persons have pointed out
that railroads must by law transport
all shipments tendered to them In ac.
cordance with applicable legal require-
ments. Currently, there is no legal re.
quirement that shippers Identify their
cargoes as containing substances desig-
nated as hazardous under section 311.
Thus, railroad personnel may have no
way of knowing whether a substance
they are handling or carrying Is sub-
ject to section 311's requirements.
EPA is currently working with both
the Department of Transportation
and the Interstate Commerce Commis-
sion to expedite the development of
appropriate legal requirements for
shipper Identification. When such re-
quirements are developed, EPA will
publish notice in the Fsnmrnu REaxS.
TR announcing the effective date of
the section 311 regulations as they
apply to railroads.
FOR FURTHER INFORMATION
CONTACT:

Kenneth M. Mackenthun, Director,
Criteria and Standards Division
(WH-585), Office of Water Planning
and Standards, U.S. Environmental
Protection Agency, 401 M Street
SW., Washington, D.C. 20460, 755-
0100.
Dated: August 18, 1978.

JOHN T. RHETT,
Assistant Administratorfor

Water and Hazardous Materials.
[FR Doc. 78-23871 Filed 8-24-78; 8:45 am]

[6820-24]

Title 41-Public Contracts and
Property Management

CHAPTER 101-FEDERAL PROPERTY
MANAGEMENT REGULATIONS

SUBCHAPTER H-UTILIZATION AND DISPOSAL

[FPMR Amdt. H-1121

PART 101-44-DONATION OF
PERSONAL PROPERTY

Subpart 101.44.2-Donations to
Public Agencies and Nonprofit Edu-
cational and Public Health Activl-
ties

ELIGIBILIY

AGENCY: General Services Adminis-
tration.
ACTION: Final rule.

SUMMARY; This directive amends
the FPMR by adding a definition for
the term "licensed," and by clarifying
the meanings of certain other terms In
an effort to assist State agencies in de.
termining applicant eligibility for do-
nation of surplus personal property.
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EFFECTIVE DATE: August 25, 1978.
FOR FURTHER INFORMATION
CONTACT.

Mr. John I. Tait, Director, Regula-
tions and Management Control Divi-
sion, Office of the Executive Direc-
tor, Federal Supply Service, General
Services Administration, Washing-
ton, D.C. 20406, 703-557-1914.
Section 101-44.207 is amended to

revise paragraphs (a) (2), (3), (16), and
(19) and add paragraph (a)(14.1) as
follows:

§ 101-44.207 Eligibility.

(a) * * *
(2) "Approved" means recognition

and approval by the State department
of education, State department of
health, or other appropriate authority
where no recognized accrediting board,
association, or other authority exists
for the purpose of making an accredi-

.tation. For an educational institution
or an educational program, approval
must relate to academic or instruc-
tional standards established by the ap-
propriate authority. An educational
institution or program may be consid-
ered approved if its instruction and
credits therefor are accepted by an ac-
credited or State-approved institution,
or if it meets the academic or instruc-
tional standards prescribed for public
schools in the State; i.e., the organiza-
tional entity or program is devoted
primarily to approved academic, voca-
tional (including technical or occupa-
tional), or professional study and in-
struction, which operates primarily for
educational purposes on a full-time
basis -for a minimum school year as
prescribed by the State and employs a
full-time staff of qualifed instructors.
For a public health institution or pro-
gram, approval must relate to the
medical requirements and standards

- for the professional and technical ser-
vices of the institution established by
the appropriate -authority. A health
institution or program may be consid-
ered as approved when a State body
having authority under law to estab-
lish standards and requirements for
public health institutions renders ap-
proval -thereto whether by accredita-
tion procedures or by licensing or such
other method prescribed by State law.
In the absence of an official State ap-
proving authoity for a public health
institution or program or educational
institution or program, the awarding
of research grants to the institution or
organization by a recognized authority
such as the National Institutes of
Health, the National Institute of Edu-
cation, or by similar national advisory
council or organization may constitute

approval of the in
provided all other

(3) "Child care
public or nonprofi
cational, social, he
services are pro
through age 14
State law, and whi
censed by the Sta
ate authority as
center or child car

* .

(14.1) "Licensed
and approval by ti
or local authority
tions or programs
Licensing general
lished minimum
safety, sanitation,
ment as they rel
tion, maintenance
health or educati
than to the acadex
medical standards
tions. Licensing n
educational or put
such as occupation
or mental health
vices, or nursing
quently must be:
intervals.

stitution or program
criteria are met.
, center" means a
t facility where edu-
lt~h 0"A¢ ",,friffn~n.

nominal charge, does not qualify as a-
museum.

a a

vided to children - (19) "Public health" means a pro-
or as prescribed by gram or programs to promote, main-
ich is approved or li- tain, and conserve the public's health
te or other approprl- by providing health services to individ-

a child day care uals and/or by conducting research,
e center. investigations, examinations, training,

* . * and demonstrations. Public health ser-

"means recognition vices may include but are not limited

ae appropriate ion to the control of communicable dis-

y approving institu- eases, immunization, maternal and
in specialized areas, child health programs, sanitary engi-

Ly relates to estab- neering, sewage treatment and dispos-
public standards of a], sanitation inspection and supervi-
staffing, and equip- slon, water purification and distribu-
ate to the construc- tion, air pollution control, garbage and
, and operation of a
onal facility, rather trash disposal, and the control and
nic, instructional, or elimination of disease-carrying ani-

for these institu- mals and insects.
iay be required for
11c health programs

Lal training, physical
rehabilitation ser-

care. Licenses fre-

(Sec. 205(c). 63 Stat 390 (40 U.S.C. 486(c)).)

Dated: August 11, 1978.
renewea at periooc JAY SOLOMON,

Administratorof
General Services.

FRDoc. 78-23894 Fled 8-24-78; 8:45 am]
(16) "Museum" means a public or

private nonprofit institution which Is
organized on a permanent basis essen-
tially for educational or esthetic pur-
poses and which, using a professional
staff, owns or uses tangible objects,
whether animate or inanimate; cares
for these objects; and exhibits them to
the public on a regular basis either
free or at a nominal charge. As used In
this section, the term "museum" in-
cludes, but Is not limited to, the fol-
lowing institutions if they satisfy all
other provisions of this section Aquar-
iums and zoological parks; botanical
gardens and arboretums; museums re-
lating to art, history, natural history,
science, and technology; and planetar-
iums. For the purposes of this section,
an institution uses a professional staff
if it employs full time at least one
qualified staff member who devotes
his or her time primarily to the acqui-
sition, care, or public exhibition of ob-
jects owned or used by the institution.
This definition of museum does not in-
clude any institution which exhibits
objects to the public if the display or
use of the objects Is only incidential to
the primary function -of the institu-
tion. For example, an institution
which is engaged primarily In the sale
of antiques, objets d'art, or other arti-
facts and which incidentally provides
displays to the public of animate or in-
animate objects, either free or at a

[1505-01]

Tifle 43-Public Lands: Interior

CHAPTER Il-BUREAU OF LAND
MANAGEMENT, DEPARTMENT OF
THE INTERIOR

(Circular No. 2432]

PART 2920-SPECIAL LAND USE
PERMITS

Rules for Visitor Use-Other Than
Developed Recreation Sites

Correction -

In FR Doe. 78-4761, appearing at
page 7868 in the Issue for Friday, Feb-
ruary 24, 1978, on page 7870, immedi:
ately below the signature, the amenda-
tory language for part 2920 was mis-
printed. The amendments to part 2920
should have read as follows:

PART 2920-SPECIAL LAND USE
PERMITS

§ 2920.0-5 [Amended]
Subpart 2924 [Deleted]

1. Part 2920 Is amended by deleting
§ 2920.0-5(e) and subpart 2924.
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[4310-55]
Title 50-Wildlife and Fisheries

CHAPTER I-UNITED STATES FISH
AND WILDLIFE SERVICE, DEPART-
MENT OF THE INTERIOR

SUBCHAPTER B-TAKING, POSSESSION,
TRANSPORTATION, SALE, PURCHASE,
BARTER, EXPORTATION, AND IMPORTATION
OF WILDLIFE

PART 20-MIGRATORY BIRD
HUNTING

Early Seasons, Bag Limits, and Pos-
session of Certain Migratory Game
Birds in the Contiguous United
States, Alaska,, Hawaii, Puerto
Rico, and the Virgin Islands;, Cor-
rection

AGENCY: Fish and Wildlife Service,
Interior.
ACTION: Correction of final rule.
SUMMARY: This document corrects
typographical errors in the season
dates for mourning dove hunting in
Texas, published by the Service on
August 11, 1978.

EFFECTIVE DATE: August 25, 1978.
FOR FURTHER INFORMATION
CONTACT:

John P. Rogers, Chief, Office of Mi-
gratory Bird Management, U.S. Fish
and Wildlife Service, Department of
the Interior, Washington, D.C., tele-
phone 202-254-3207.

SUPPLEMENTARY INFORMATION:
The amendments in this document
correct typographical errors in. the
amendment to § 20.103(b) of Depart-
ment of the Interior's regulations as
published in the FEDERAL REGISTER at
43 FR 35902 on August 11, 1978 (FR
Doc. 78-22600).

50 CFR part 20 is amended by revis-
ing § 20.103(b) as follows:

In the table for the central manage-
ment unit at page 35902, August 11,
1978, the portion pertaining to mourn-
ing doves in the north zone of Texas
that reads:
Texas: 2

North zone: Counties of
Kinney. Val Verde,
Terrell, Brewster,
Presidio, Jeff Davis,
Culberson, Hudspeth, and
El Paso
Shooting hours:

12 noon until sunset. Sept. 2, 3, 9, 10.
'1 hour before sunrise Sept. 23-Nov. 1.

until sunset. Jan. 6-Jan. 21.
Remainder of north zone:

Shooting hours: '1 hour Sept. 1-Oct. 21.
before sunrise until Jan. 6-Jan. 14.
sunset.

* * * * *

is corrected to read:

Texas:'
North zone: Counties of Sept. I-Oct. 21.-

Kinney, Val Verde, Jan. 6-Jan. 14.
Terrell, Brewster,
Presidio, Jeff Davis,
Culberson. Hudspeth, and
El Paso.
Shooting hours:

12 noon until sunset . Sept. 2, 3, 9, 10.
hour before sunrise Remainder of the
until sunset. season.

Remainder of north zone:
Shooting hours: hour Sept. 1-Oct. 21.

before sunrise until Jan. 6-Jan. 14.
sunset.

AUTHORiSHIP

The primary author of this docu-
ment is Henry M. Reeves, Office of
Migratory Bird Management, working
under the direction of John P. Rogers,
Chief.

EcoNomic IMPACT REVIEW

The Service has determined that
this document does not contain a
major proposal requiring preparation
of an economic impact statement
under Executive Order 11949 and
OMB Circular A-107.

Dated: August 22, 1978.
HARVEY K. NELSON,

Acting Director,
U.S. Fish and Wildlife Service.

[FR Doc. 78-23941 Filed 8-24-78; 8:45 am]

[4310-55]

PART 32-HUNTING

Ravalli National Wildlife Refuge,
Mont.

AGENCY: U.S. Fish and Wildlife Serv-
ice, Department of the Interior.

ACTION: Special regulations, migra-
tory game bird.

SUMMARY: The Director has deter-
mined that the opening to migratory
game bird hunting on the Ravalli Na-
tional Wildlife Refuge is compatible
with the objectives for which the area
was established, will utilize a renew-
able natural resource, and will provide
additional recreational opportunity to
the public.

EFFECTIVE DATE: September 30,
1978.
FOR FURTHER INFORMATION
CONTACT:

Robert C. Twist, Refuge Manager,
No. 5, Third Street, P.O. Box 257,
Stevensville, Mont. 59870, 406-777-
5552.

§ 32.12 Special regulations; migratory
game birds; for individual wildlife
refuge areas.

MONTANA

RAVALLI NATIONAL WILDLIFE EFUGE

The hunting of ducks, geese, coot
and mergansers will be permitted on
portions of the Ravalli National Wild-
life Refuge during the regular migra-
tory bird hunting season, from Sep-
tember 30, 1978 to December 31, 1978,
and shall be in accordance with all ap-
plicable State and Federal regulations
subject to the following additional spe-
cial conditions:

1. All hunters must enter the public
hunting area through appropriate
check stations.

2. Hunters will be limited to 3 shells
per duck of the daily bag limit, for a
total of 21 shells per hunter per day.

3. Hunter selection for opening day
and for the two following weekends
will be made by a drawing held prior
to opening day.

4. All hunters must set blind selec-
tion pointer to "taken" upon selecting
a blind, and return blind selection
pointer to "open" upon leaving the
hunting area.

5. Placing blind selection pointer to
"taken" determines the occupant of
the blind.

6. During periods of high hunter
demand, as determined by the Refuge
Manager, hunters will be limited to
one period only during a day:

Period No. 1: Start of shooting hours
to 12 noon.

Period No. 2: 1 p.m. until close of
shooting hours.

7. Hunters must be within 10 feet of
designated blind sites while attempt-
ing to take and taking of waterfowl
game birds.

8. Blind sites will be limited to five
hunters each.

9. A designated area will be open to
the taking of ducks, geese, coot and
mergansers by means of falconry from
the opening of the migratory water-
fowl season through November 26,
1978. No firearms may be carried in
this area.

10. The public hunting area will be
closed to entry from 1 hour after
sunset until 1/s hours before sunrise.

11. No fishing equipment of any type
will be permitted on the public hunt-
ing area.

12. Boats are not permitted.
The hunting area is designated by

signs and delineated on maps available
at Refuge Headquarters, No. 5, Third
Street, Stevensville, Mont., and from
the Area Manager, U.S. Fish and Wild-
life Service, Room 3035, Federal Build-
ing, 316 North 26th Street, Billings,
Mont.

The provisions of these special regu-
lations supplement the regulations
which govern hunting on wildlife
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refuge areas generally and which are
set forth in Title 50, Code of Federal
Regulations, Part 32, and are effective
through June 30, 1979.

No=--The U.S. Fish and Wildlife Service
has determined that this document does not
contain a major proposal requiring prepara-
tion of an economic impact statement under
Executive Order 11949 and OMB Circular
A-107.

ROBERT C. TWIST,
Refuge Manager, Ravalli Na-

tional Wildlife Refuge, Ste-
vensville, Mont

AUGUST 18, 1978.
[FR Doc. 78-23952 Filed 8-24-78; 8:45 am]

[4310-55]
PART 32-HUNTING

Opening of Medicine Lake National
Wildlife Refuge, Montana to Migra-
tory Game Bird Hunting

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Special regulation.
SUMMARY: The Director has deter-
mined that the opening to migratory
game bird hunting of the Medicine
Lake National Wildlife Refuge is com-
patible with the objectives for which
the- area was established, will utilize a
renewable natural resource, and will
provide additional recreation opportu-
nity to the public.
DATES: September 1, 1978, through
December 31, 1978.
FOR FURTHER INFORMATION
CONTACT:.

Jay R. Bellinger, Refuge Manager,
Medicine Lake, Mont. 59247, tele-
phone 406-789-2305.

SUPPLEMENTARY INFORMATION:
Migratory game bird hunting is per-
mitted on, the Medicine Lake National
Wildlife Refuge, Montana, only on the
area designated by signs as being open
to migratory game bird hunting. This
area cinmprises 10,163 acres and is de-
lineated on maps available at the
refuge headquarters and from the
office of the Area Manager, U.S. Fish
and Wildlife Service, Federal Building,
Room 3035, 316 North 26th Street,
Billings, Mont. 59101.

§ 32.12 Special regulations; migratory
birds; for individual wildlife refuge

- area.

Hunting shall be in accordance with
all applicable State regulation subject
to the following conditions:

1. Vehicle travel is permitted only on.
designated trails.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge

areas generally which are set forth in
Title 50 Code of Federal Regulations,
Part 32. The public is invited to offer
suggestions and comments at any
time.

§32.22 Special regulations; upland game
birds and jackrabbits; for individual
wildlife refuge areas.

Upland game bird and jackrabbit
hunting is permitted on the Medicine
Lake National Wildlife Refuge, Mon-
tana, only on the areas designated by
signs as being open to upland game
hunting. These areas comprising
10,163 acres are delineated on maps
available at the refuge headquarters
and from the office of the Area Man-
ager, U.S. Fish and Wildlife Service,
Federal Building, Room 3035, 316
North 26th Street, Billings, Mont.
59101. Hunting shall be In accordance
with all applicable State regulations
subject to the following condition:

1. Vehicle travel is permitted only on
designated trails.

The provisions of this special regula-
tion supplement the regulation which
govern hunting on wildlife refuge
areas generally which are set forth In
Title 50 Code of Federal Regulations,
Part 32. The public Is invited to offer
suggestions and comments at any
time.

§ 32.32 Special regulations; big game; for
individual wildlife refuge areas.

Big game hunting Is permitted on
the Medicine Lake National Wildlife
Refuge, Montana, only on the areas
designated by signs as being open to
big game hunting. These areas com-
prising 10,163 acres are delineated on
maps available at the refuge head-
quarters and from the office of the
Area Manager, U.S. +Fish and Wildlife
Service, Federal Building, Room 3035,
316 North 26th Street, Billings, Mont.
59101. Hunting shall be in accordance
with all applicable State regulations
subject to the following condition:

1. Unlimited vehicle travel is permit-
ted only on county roads. In the hunt-
ing areas, vehicle travel is permitted
only for the retrieval of deer on desig-
nated retrieval roads.

2. Horses may be used only for the
retrieval of big game.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge
areas generally which are set forth in
Title 50 Code of Federal Regulations,
Part 32. The public is invited to offer
suggestions and comments at any
time.

.NoT&-The U.S. Fish and Wildlife Service
has determined that this document does not
contain a major proposal requiring prepara-
tion of an economic Impact statement under

Executive Order 11949 and OMB Circular
A-107.

JAY R. BELLINCm?,
Refuge Manager.

AuGusT 8, 1978.
[ER Doc. 78-23949 Filed 8-24-78; 8:45 am]

[4310-55]
PART 32-HUNTING

Opening of National Elk Refuge,
Wyoming to Big Game Hunting

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Special regulation.

SUMMARY The Director has deter-
mined that the opening to elk hunting
at the National Elk Refuge is compati-
ble with the objectives for which the
area was established, will utilize a re-
newable natural resource, and will pro-
vide additional recreational opportuni-
ty to the public.

DATES: October 28, 1977, through De-
cember 8, 1978.

FOR FURTHER INFORMATION
CONTACT:.

John E. Wilbrecht, Refuge Manager,
National Elk Refuge, P.O. Box C,
Jackson, Wyo. 83001, 307-733-2627.

SUPPLEMENTARY INFQRMATION:
Public hunting of elk on the National
Elk Refuge, Wyoming is permitted
from October 28 through December 8,
1978, only on the area designated by
signs as open to hunting. This open
area, comprising 16,327 acres, is delin-
eated on maps available at refuge
headquarters, Jackson, Wyo. and from
the Area Manager, U.S. Fish and Wild-
life Service, Federal Building, Room
3035, 316 North 26th Street, Billings,
Mont. 59101.

§ 32.32 Special regulations; big game; for
individual wildlife refuge areas.

Hunting shall be in accordance with
all applicable State regulations cover-
ing the hunting of elk subject to the
following special conditions:

(1) A special permit is required in ad-
dition to a valid 1978 State elk hunt-
ing license. One hundred twenty spe-
cial permits (for three hunt periods
each week) shall be Issued to appli-
cants by drawing at refuge headquar-
ters at 3 p.m. on Fridays, October 27,
November 3, 10, 17, 24, and December
1, unless area 77 season closes earlier.
Forty permits will be valid for Satur-
day and Sunday; forty permits valid
Monday and Tuesday; forty permits
valid Wednesday, Thursday, and
Friday each week.

(2) Applicants for a special permit
must have a hunter safety certifica-
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tion or a current hunter safety in-
structor card.

(3) Persons successful in drawing a
permit may not draw again in succeed-
ing drawings; but may apply for unis-
sued permits available after- each
drawing.

(4) Persons ivithout permits may ac-
company special permit holders, but
only permit holders are allowed to
possess a firearm. Anyone entering
hunt area must wear fluorescent
orange exterior garments.

(5) Permits will be revoked in the
event of a violation of refuge regula-
tions and can result in denial of future

privileges on the refuge.
(6) Access to the refuge is only

through the main gate east of refuge
headquarters in Jackson.

(7) Vehicles must be parked only in
designated parking areas.

(8) All motorized travel is prohibited
in the hunt area, except that vehicles
will be permitted on designated trails
after 4:15 p.m. to dark each day to fa-
cilitate retrieval of elk killed. Horses
are permitted.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge
areas generally which are set forth in

Title 50 Code of Federal Regulations,
Part 32. The public Is invited to offer
suggestions and comments at any
time.

iNo_-The U.S. Fish and Wildlife Service
has determined that this document does not
contain a major proposal requiring prepara-
tion of an economic Impact statement under
Executive Order 11949 and OMB Circular
A-107.

JOHN E. WMLBRECrT,
Refuge Manager.

AUGUST 4, 1978.

EFR Doe. 78-23950 Filed 8-24-78; 8:45 am]
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proposed rules
This section of the FEDERAL REGISTER contains notices to the public of the proposed Issuance of ru!es and regu!ations. The purpose of these notkesris to

give interested persons on opportunity to participate in the rule making prior to the adoption of the final ru!em

[3410-05]
DEPARTMENT OF AGRICULTURE

Agricultural Stabilization and Conservation
Service

Commodity Credit Corporation

[7 CFR Parts 728 and 1421]

1979 FEED'GRAIN PROGRAM

Proposed Determinations Regarding Inclusion
of Barley and Oats in Feed Grain Program,
National Program Acreages, Program Alloca-
tion Factors, Set-Aside, Diversion Payments,
Limitations on Planted Acreage, Loan and
Purchase Levels, and Established (Target)
Prices

Norz.-This document originally appeared
In the FEER. REGIsTER for Wednesday,
August 23, 1978. It is reprinted in this issue
to meet requirements for publication on the
Tuesday/Friday publication schedule as-
signed to the Agricultural Stabilization and
Conservation Service. (See- OFR Notice 41.
FR 32914, August 6, 1976.)

AGENCY: Agricultural Stabilization
and Conservation Service, Commodity
Credit Corporation; Agriculture.
ACTION: Proposed rule.

SUMMARY: The Secretary of Agricul-
ture proposes to make the following
determinations with respect to the
1979 crops of corn, sorghum, barley,
and oats: (a) Whether barley and oats
should be included in the feed grain,
program; (b) The amount of the 1979
national program acreage; (c) The re-
duction from previous year's harvested
acreage required, if any, to guarantee
target price protection on total 1979
planted acreage; (d) Whether there
should be a set-aside requirement and
if so, the extent of such requirement;
(e) Whether there should be a land di-
version program, and if so, the extent
of such diversion and level of pay-
ment; (f) If a set-aside or land diver-
sion program is required, whether a
limitation should be placed on planted
acreage; (g) The loan and purchase
levels for the 1979 crops of feed grains
(corn, sorghum, barley, oats, and rye),
.and soybeans, including commodity
eligibility, storage requirements, pre-
miums and discounts; (h) established
(target price); and (i) CCC minimum
resale -price and other related provi-
sions necessary to carry out the loan,
purchase, and payments programs.

Most of the above determinations
are required to be made by the Secre-
tary on or before November 15, 1978

in accordance with provisions In sec-
tion 105A of the Agricultural Act of
1949, as amended.
DATES: This notice invites written
comments on the proposed determina-
tions. Comments must be received on
or before October 10, 1978 to be as-
sured of consideration.

ADDRESS: Acting Director, Produc-
tion Adjustment Division, ASCS,
USDA, Room 3630, South Building.
P.O. Box 2415, Washington, D.C.
20013.
FOR FURTHER INFORMATION
CONTACT. Orville I. Overboe (ASCS),
202-447-7987, Paul Meyers (ASCS).
202-447-8373.
SUPPLEMENTARY INFORMATION:
The following determinations with re-
spect to the 1979 crops of corn, sor-
ghum, barley, and oats are to be made
pursuant to section 105A of the Agri-
cultural Act of 1949, as amended by
the Food and Agriculture Act of 1977
(Pub. 1. 95-113) hereafter referred to
as the "Act", and with respect to the
1979 crop of soybeans pursuant to sec-
tion 201 of the act.

PRoPosE) DvrrM;ATIONS

a. Whther barley and oats should be
included in the feed grain program.
Corn and grain sorghum are required
to be in the feed grain program; how-
ever, the Secretary has discretionary
authority concerning the inclusion of
barley and oats.

b. National program acreage. Sec-
tion 105A(d)(1) of the act requires
that the Secretary proclaim a national
program acreage for each of the 1978
through 1981 crops of feed grains. The
proclamation shall be made not later
than November 15 of each calendar
year. The national program acreage
for each feed grain in the program
shall be the number of harvested acres
the Secretary determines (on the basis
of a national average yield) will pro-
duce the quantity (less imports) that
the Secretary estimates will be utilized
domestically and for exports during
the 1979-80 marketing year. The na-
tional program acreage may be adjust-
ed by an amount the Secretary deter-
mines will accomplish a desired In-
crease or decrease in carryover stocks.

The U.S. feed grain stock objective is
set at 5.7 percent of world feed grain
consumiltion, an amount judged to be
our "fair" share of world feed grain
stocks. Using this formula, our stock

objective is approximately 41 million
metric tons as of September 30, 1980.
Estimates of the national program
acreage required to meet this objective
are requested from interested persons,
together with appropriate explanatory
material. Comments on the appropri-
ate level of feed grain stocks are also
requested.

c. Voluntary reduction from previous
year's harvested acreage. Section
105A(d)(3) of the act provides that the
1979 crops of feed grain acreage eligi-
ble for payments shall not be reduced
by application of an allocation factor
(not less than 80 percent nor more
than 100 percent) if producers reduce
the acreage for any crop of feed grains
planted for harvest on the farm from
the previous year by at least the per-
centage recommended by the Secre-
tary In his proclamation of the nation-
al program acreage.

The determination of the 1979 na-
tional program acreage simultaneously
determines the reduction in acreage
from 1978 to 1979 that will be re-
quired, If any, for a producer to quali-
fy for target price protection on all
acreage planted in 1979. Only if the
national program acreage for 1979 is
less than the national harvested acre-
age for 1978 will producers be required
to reduce acreage in 1979 to be eligible
for full target price protection on 100
percent of their acreage.

d. Determine whether there should be
a set-aside for 1979, and if so, the pro-
portion of acreage to be set-aside. Sec-
tion 105A(f)(1) of the act provides that
the Secretary shall provide for a set-
aside of cropland if he determines that
the total supply of feed grains v.il, in
the absence of a set-aside, likely be ex-
cessive taking into account the need
for an adequate carryover to maintain
reasonable and stable supplies and
prices in order to meet a national
emergency. The Secretary is required
to announce a set-aside program not
later than November 15, 1978, for the
1979 feed grain crops. If a set-aside of
cropland Is in effect, then as a condi-
tion of eligibility for loans, purchases
and deficiency and disaster payments.
producers must set-aside and devote to
conservation uses an acreage of crop-
land equal to the announced set-aside
percentage times the acreage of feed
grain crops planted for harvest in
1979.

Interested persons are encouraged to
advise the Secretary on the need for a
1979 feed grain set-aside program and
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the appropriate proportion of acreage
to be set-aside if deemed necessary,
taking into account the above factors.

e. Determination of whether there,
should be a land diversion require-
ment and, if so, the extent of such di-
version and level of payment Section
105A(f)(2) of the act authorizes the
Secretary to make land diversion pay-
ments to producers of feed grains,
whether or not a set-aside is in effect.
Land diversion payments may be made
if the Secretary determines they are
necessary to assist in adjusting. the
total national acreage of feed grains to
desired goals. If land diversion pay-
ments are made, producers will be re-
quired devote to approved conserva-
tion uses an acreage of cropland equal
to the amount of such land diversion.
Land diversion payment levels will be
determined by the Secretary.

Land diversion payments may be es-
tablished at a flat offer rate (specific
rate per bushel times farm program
yield) or through the submission of
bids by producers.

If it is determined necessary to make
land diversion payments in 1979, full
consideration will be given to the pro-
cedure of submitting bids in determin-
ing appropriate payment rates as an
alternative to the offer rate system. In
determining the acceptability of bids,-
the Secretary would take into consid-
eration the extent of the diversion to
be undertaken and the productivity of
the acreage being diverted. Interested
persons are encouraged to address the
need for the appropriate terms and
conditions and the pros and cons of a
land diversion program either in place
of or in combination with a set-aside
program for 1979.

f. Limitation on planted acreage
Section 105A(f)(1) of the act provides
that the Secretary may limit the acre-
age planted to feed grains, if a set-
aside is in effect. Such limitation is to
be applied on a uniform basis to all
feed grain producing farms. If a land
diversion program is announced, 1979
plantings may be limited to a percent-
age of the previous year's acreage. In-
terested persons are invited to com-
ment on the pros and cons of using
these provisions.

g. Loan and purchase levels. (1)
Corn-Section 105A(a)(1) provides
that the Secretary shall make availa-
ble to producers loans and purchases
at such level, but at not less than $2
per bushel for the 1979 crop of corn,
as he determines will encourage the
exportation of feed grains -and not
result in excessive total stocks of feed
grains in the United States: Provided,
That if the Secretary determines that
the average price of corn received by
producers in the 1978 marketing year
is not more than 105 percent of the
level of loans and purchases for corn
for the 1978 marketing year, the See-

retary may reduce the level of loans
and purchases of corn for the 1979
marketing year by an amount the Sec-
retary determines necessary to imain-
tain domestic and export markets for
grains, except that the level of loans
and purchases shall not be reduced by
more than 10 percent in any year nor
below $1.75 per bushel.

(2) Other Feed Grains. Section
105A(a)(2) provides the Secretary
shall make available to producers
loans and purchases for the 1979 crops
of barley, oats, and rye at such level as
the Secretary determines is fair and
reasonable in relation to the level that
loans and purchases are made availa-
ble for corn, taking into consideration
the feeding value of such commodity
in relation to corn and other factors in
section 401(b) of the act, and on each
crop of grain sorghum at such level as
the Secretary determines is fair and
reasonable in-relation to the level that
loans and purchases are -made availa-
ble for corn, taking into consideration
the feeding value and average trans-
portation costs to market grain sor-
ghums in relation to corn.

(3) Soybeans. Section 201(e) provides
the price of the 1979 crop of soybeans
shall be supported through loans and
purchases at such levels as the Secre-
tary determines appropriate in rela-
tion to competing commodities and
taking into consideration domestic and
foreign supply and demand factors.

h. Established (target) price. Section
105A(b)(1) (A), (B), and (D) provides
that the Secretary shall make availa-
ble to producers, as applicable, pay-
ments for the 1979 crops of corn, grain
sorghum, and if designated by the Sec-
retary, oats and barley. The 1979 es-
tablished (target) price for corn shall
be the 1978 target price ($2.10 per
bushel) adjusted by-the change in the
2-year moving average of variable, ma-
chinery, and general farm overhead
costs. The payment rate for grain sor-
ghum and, if designated by the Secre-
tary, oats and barley, shall be such
rate as the Secretary determines fair
and reasonable in relation to the rate
at which payments are made available
for corn.

The Emergency Agricultural Act of
1978 provides that the Secretary may
increase the established (target) price
for feed grains over the level provided
by the Food and Agriculture Act of
1977 to compensate producers for par-
ticipation in a set-aside program.

i. Other related provisions. The Agri-
cultural Act of 1949, as amended, also
requires a number of other determina-
tions in order to carry out the feed
grain and soybean loan and purchase
program such as (1) CCC minimum
resale price, (2) commodity eligibility,
(3) storage requirements, (4) premiums
and discounts for grades, classes, and
other qualities, and (5) such other pro-

visions as may be necessary to carry
out the programs.

Prior to determining the provisions
of the 1979 feed grain program, con-
sideration will be given to any data,
views, and recommendations that may
be received relating to the above
items.

Comments will be made available for
public inspection at the Office of the
Acting Director during regular busi-
ness hours (8:15 a.m. to 4:45 p.m.).

Executive Order 12044 (43 FR 12661,
March 24, 1978) requires at least a 60-
day public comment period on any
proposed significant regulations
except where the Agency determines
this is not possible or in the best inter-
ests of the producers. Feed grain pro-
ducers have expressed an interest in
receiving 1979 feed program provisions
before the mandatory date of Novem-
ber 15, 1978. Therefore, it is hereby
found and determined that compliance
with provisions of Executive Order
12044 is impossible and contrary to the
public interest. Accordingly, comments
must be received by October 6, 1978, in
order to be assured of consideration.

Nom.-The Agricultural Stabilization and
Conservation Service (ASCS) has deter.
mined that this document does contain a
major proposal requiring preparation of a
Draft Impact Anaylsis Statement. The
Draft Impact Analysis will be available Sep.
tember 1, 1978 from Orville I. Overboo
(ASCS), 202-447-7987. or Paul Meyers
(ASCS), 202-447-8373.

Dated: August 18, 1978.
RAY FITZGERALD,

Administrator, Agricultural Sta.
bilization and Conservation
Service and Executive Vice
President, Commodity Credit
Corporation.

[FR Doe. 78-23730 Filed 8-22-78; 8:45 am]

[3410-15]

Rural, Electrification Administrallon

[7 CFR Part 1701]

SPECIFICATION FOR POLE TOP PINS

Revised REA Specification D-3

AGENCY: Rural Electrification Ad-
ministration, USDA.
ACTION: Proposed rule.

SUMMARY: The Rural Electrification
Administration (REA) proposes to
issue the revised REA Specification D-
3 "REA Specification for Pole Top
Pins with 25.4 mn (1") Diameter Lead
Threads." REA Specification D-3 out-
lines the REA requirements to which
the pole top pins must be manufac.
tured in order to be acceptable as a
conductor support on systems of REA
electrification borrowers, changes in
REA's construction specification,
metric conversion, and changes in the
.material composition of the pins' lead
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threads have resulted in the need for
updating the requirements of REA ac-
ceptable .pole top pins. The action is
expected to assure the quality and
availability of the 25.4 mm pole top
pins supplied -to the REA electrifica-
tion borrowers.

DATE: Public comments must be re-
ceived by REA no later than Septem-
ber 25, 1978.
ADDRESS: Persons interested in the
proposed revision of Specification D-3
may submit written data. views, or
comments to the Director, Power
Supply and Engineering Standards Di-
vision, Room 3304, South Building,
U.S. Department of Agriculture,
Washington, D.C. 20250. All written
submissions made _pursuant to this
notice will be made available for
public inspection at the Office of the
Director, Power Supply and Engineer-
ing Standards- Division during regular
business hours.

FOR FURTHER INFORMATION
CONTACT.

Mr. Rowland C. Hand, Sr., Director,
Power Supply and Engineering
Standards Division, Rural Electrifi-
cation Administration, Room 3304,
South Building, U.S. Department of
Agriculture, Washington, D.C. 20250,
telephone number 202-447-4413.

SUPPLEMENTARY INFORMATION:
Notice is hereby given that pursuant
to the, Rural Electrication Act, as
amended (7 U.S.C. 901 et seq.), REA
proposes to revise REA Specification
D-3. A summary -of the proposed
changes is as follows:

1. Specifying that the pin shall be made of
either iron or steel, and be of a grade and
quality suitable to meet the requirements of
this specification.

2. Incorporating a lead thread torsion and
tensile strength test.

3. Eliminating the required antimony con-
tent in the lead threads and specifying that
the lead threads shall be made of a suitable
alloy to meet the strength requirement of
the Leal Thread Test.

4. Eliminating the 18" and 15" pns in the
specification and incorporating the 20" pln.

5. Dual dimensioned units specified.
6. Specifying that the inspection proce-

dure shall be in accordance with EEI Speci-
fication TD-16, "line Hardware Materials
Procedure," 1966.

A copy of the proposed revised REA
Specification D-3 may be secured in
person or by written request from the
Director, Power Supply and Engineer-
ing Standards Division.

Dated: August 16, 1978.
RICHARD F. RicHTER,

Assistant Administrator, -Electric.
[FR Doc. 70-23644-Filed 8-24-78: 8:45 am]

[3410-15]

[7 CFR Part 1701]

SPECIFICATIONFOR INSULATOR SUPPORT
BRACKETS FOR NARROW PROFILE

CONSTRUCTION

Proposed REA Spedfication D-19

AGENCY: - Rural Electrification Ad-
ministration, USDA.

ACTION: Proposed rule.

SUMMARY: The Rural Electrification
Administration (REA) proposes to
issue REA Specification D-19, "REA
Specification for Insulator Support
Brackets (Metal) for Narrow Profile
Construction." REA Specification D-
19 outlines the REA requirements to
which the insulator support brackets
for narrow profile must be manufac-
tured in order to meet material.
strength, and testing requirements. In-
creased use of narrow profile construc-
tion on REA-fihanced distribution sys-
tems. has brought about a large
demand for narrow profile brackets
(metal). Because of the concern for
using only brackets with acceptable
strength ratings and of acceptable
design, REA considers It desirable to
have references which clearly define
the requirements of narrow profile
brackets. No such guidelines presently
exist. The action is expected to assure
availability and the quality of the
narrow profile brackets supplied to
the REA electrification borrowers.

DATE: Public comments must be re-
ceived by REA no later than Septem-
ber 25, 1978.

ADDRESS: Persons interested In the
proposed Specification D-19 may
submit written data, views, or com-
ments to the Director, Power Supply
and Engineering Standards Division,
Room 3304, South Building, US. De-
partment of Agriculture, Washington
D.C. 20250. All written submissions
made pursuant to this notice will be
made available for public inspection at
the Office of the Director, Power
Supply and Engineering Standards Di-
vision during regular business hours.

FOR FURTHER INFORMATION
CONTACT.

Mr. Rowland C. Hand, Sr., Director,
Power Supply and Engineering
Standards Division, Rural Electrifi-
cation Administration, Room 3304,
South Building, telephone 202-447-
4413,
A copy of the proposed REA Specifi-

cation D-19 may be secured in person
or by written request from the Direc-
tor, Power Supply and Engineering
Standards Division.

Dated: August 16, 1978.
RicHArm F. RxczxEr,

Assistant Administrator, Electric.
[FR Dac. 78-23645 Filed 8-24-78; 8:45 am]

[3410-37]

Food Safety and Quality Service

[7 Cfl Part 2852]

CANNED FREESTONE PEACHES'

U.S. Standards For Grades

AGENCY: Food Safety and Quality
Service, USDA.
ACTION: Proposed rule.

SUMMARY: This proposed rule would
change the grading standards for
canned freestone peaches. This action
is being taken at the request of the
Canners League of California. The
effect of this proposal would be to im-
prove the standards.
DATE: Comments must be received on
or before December 31, 1978.

"ADDRESS: Comments should be sent
to: Executive Secretariat, FSQS Room
3167-S. U.S. Department of Agricul-
ture, Washington. D.C. 20250, Atten-
tion: Ann Langlols. Comments will be
available of public inspection at the
same address during regular business
hours (7 CFR 1.27(b)).
FOR FURTHER INFORMATION
CONTACT:

Howard W. Schutz, Processed Prod-
ucts Branch, Fruit and Vegetable
Quality Division, Food Safety and
Quality Service, U.S. Department of
Agriculture, Washington, D.C. 20250,
202-447-4693.

SUPLEMENTARY INFORMATION:
A proposed revision of the US. Stand-
ards for Grades of Canned Freestone
Peaches, which would convert the cur-
rent score points variables-type stand-
ard to an attributes-type standard
based on statistical principles, was sug-
gested by the Standards Committee of
the Canners League of California.
This request was based on results-of
previous studies conducted by the De-
partment in conjunction with the Can-
ners League of California on canned
clingstone peaches. Because these two
products are very similar in nature,
the results of the canned clingstone
peach studies may be applied to
canned freestone peacheg with only
slight modifications.

At the request of the Standards
Committee of the Canners League of

'Compliance with the provisions of these
standards shall not excuse failure to comply
with the provisions of the Federal Food.
Drug. and Cosmetic Act, or with applicable
State laws and regulations.
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California, the Department is propos-
ing a revision of the U.S. Standards
for Grades of Canned Freestone
Peaches which would:

(1) Convert the current score points
variables-type standard to an attri-
butes-type standard based on statisti-
cal principles;

(2) Eliminate the score points since
the attributes approach is a go/no-go
approach;

(3) Eliminate the separate grade cri-
teria for "solid-pack" peaches, the U.S..
Grade D classification, and the alter-
nate grade nomenclature of fancy,
choice, and standard from the various
grade classifications, retaining only
the letter grades U.S. Grade A, B, C,
and substandard;

(4) Function in combination with
the two statistical sampling plans re-
cently added to the "Regulations Gov-
erning Inspection and Certification of
Processed Fruits and Vegetables, Pro-
cessed Products Thereof, and Certain
Other Processed Food Products"
§§ 2852.38a, 2852.38bn and 2852.38c (43
FR 10539).

(5) Provide for separate acceptance
criteria for unofficially submitted sam-
ples. These are single sample units
that do not repreent a lot;

(6) Provide for various defect classi-
fications according to severity or fre-
quency of occurrence. These classifica-
tions are minor, major, severe, and
critical, with descending allowances
starting with the most liberal
allowances for minor defects to the
most restrictive allowances for the
critical defects;

(7) Change size variation require-
ments for the styles of whole, halves,
and quarters from a weight basis to a
diameter basis since peaches are sized
according to diameters rather than
weight; and

(8) Eliminate minimum size require-
ments for individual units of halves
and quarters.

The rule proposed is:

Sec.
2852.2601 Product description.
2852.2602 Styles.
2852.2603 Definitions of terms.
2852.2604 Recofiimended sample unit sizes.
2852.2605 Liquid media and Brix measure-

ments.
2852.2606 Fill of container.
2852.2607 Fill of container for canned

"solid-pack" freestone peaches.
2852.2608 Minimum drained weights.
2852.2609 Minimum fill weights.
2852.2610 Grades.
2852.2611 Factors of quality.
2852.2612 Classification of defects.
2852.2613 Tolerances for defects.
2852.2614 Sample size.
2852.2615 Compliance with quality require-

ments.
AUTHORITY: Agricultural Marketing

Act of 1946, sees. 203, 205, 60 Stat.
1087, as amended 1090, as amended; (7
U.S.C. 1622, 1624).
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§ 2852.2601 Product description.
Canned freestone peaches is the

product represented as defined in the
standards of identity, for canned
peaches (21 C-FR 145.170 and 145.171)
issued under the Federal Food, Drug,
and Cosmetic Act. For the purposes of
the standards in this subpart, and
unless the text indicates otherwise,
the terms "canned -peaches" or
"canned freestone ,peaches" include
"canned yellow freestone peaches,"
"canned spiced yellow freestone
peaches," "canned 'solid-pack' yellow
freestone peaches" and "canned artifi-
cially sweetened yellow freestone
peaches" as defined in the standards
of identity.

§ 2852.2602 Styles.
(a) "Whole" consist of peeled, unpit-

ted whole peaches with or without
stems removed.

(b) "Halved" or "Halves" consist of
peeled and pitted peaches cut approxi-
mately in half along the suture from
stem to apex. .

(c) "Quartered" or "Quarters" con-
sist of halved peaches cut into two ap-
proximately equal parts.

(d) "Sliced" or "Slices" consist of
peeled and litted peaches cut into
wedge-shaped sectors.

(e) "Diced" or "Dice" consist of
peeled and pitted peaches cut into
cube-like parts.

(f) "Halves and pieces" consist of
peeled and pitted peaches in which
more than 50 percent, by weight, of
the peaches are havles.

(g) "Pieces," "Irregular pieces," or
"Mixed pieces of irregular sizes and
shapes," consist of peeled, pitted
peaches of irregular sizes and shapes
or peaches that do not conform to any
of the foregoing styles.

§ 2852.2603 Definitions of terms.
(a) Acceptable Quality Level (AQL).

The maximum percent of defective
units or the maximum number of de-
fects per hundred units of product
that, for purposes of acceptance sam-
pling, can be considered satisfactory as
a process average.

(b) Blemished means any unit which
is affected by scab, hail injury, or dis-
coloration to the extent that the ap-
pearance or eating quality is affected:

(1) not more than slightly;
(2) materially; or
(3) seriously.
(c) Brightness means the extent that

the overall appearance of the sample
unit as a mass is dulled by oxidation,
pigmentation, or other causes.

(1) Grades A and B-not more than
slightly affected.

(2) Grade C-materially affected.
(3) Substandard-fails Grade C.
(d) Character refers to the texture

and tenderness of the product as fol-
lows:

(1) Good character.-(l) Whole. The
units have a texture typical of proper-
ly prepared and processed peaches;
the units are at least reasonably
tender or the tenderness may be varl-
able within the unit; the units may be
slightly hard or slightly soft.

(ii) Halves; halves and pieces; quar-
ters; slices; pieces or irregular pieces.
The units have at least a reasonably
tender texture typical of properly pre-
pared and processed freestone peaches
and may be soft and materially frayed.
The peach halves may have a tenden-
cy to flatten.

(iii) Diced. The product generally
has at least a reasonably tender tex-
ture typical of properly prepared and
processed peaches; the units are intact
and not excessively frayed.

(2) Fairly good character-(l) Whole.
The units have a fairly tender texture
typical of properly prepared and proc-
essed peaches; the units may be lack-
ing in uniformity of tenderness and
may be substantially firm or very soft.

(ii) Halves; halves and pieces; quar-
ters; slices; pieces or irregular pieces.
The units have at least a fairly tender
texture typical of properly prepared
and processed freestone peaches and
may lack uniformity of tenderness.
The units 'may be very soft but not
frayed to the extent that their normal
shape is destroyed; the units may also
be substantially firm.

(ill) Diced. The product generally
has a fairly tender texture typical of
properly prepared and processed
peaches. The units are intact and may
be frayed.

(3) Poor character.-All styles, The
units are excessively soft or mushy or
are hard.

(e) Color.-(1) General. The color of
canned yellow freestone- peaches,
other than canned "spiced" peaches,
refers to the predominant and charac-
teristic color on the surface of whole
units, and the outside surfaces of
other units. The cut surfaces of such
units are also considered when affect-
ed by discoloration.

(2) Individual unit color classifica-
tions.- (i) Good color means peach
units that are equal to or better than
light orangish-yellow.

(ii) Fairly good color means peach
units that may fail to meet minimum
color requirements for "good color"
but are equal to or better than a dull
greenish-yellow.

(iii) Poor color means peach units
that may fail to meet minimum color
requirements for "fairly good color."

(f) Crushed or broken in the styles of
whole, halves, and quarters means:

(1) A unit is "crushed" If it has defi-
nitely lost its normal shape and Is
crushed not due to ripeness' and

(2) A unit is "broken" If severed into
definite parts. Any unit In halves style
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that is split from the edge to the pi[
cavity is not considered broken.

(g) Defect Any nonconformance of a
unit(s) of product from a specified re-
quirement of a single quality charac-
teristic.

(h) Extraneous vegetable material.-
(1) Small pieces means long stems,
pieces of twigs not more than 51 mm
(2.0 inch) in length, or leaf material or
portions thereof.

(2) Short stem means the woody
stem which attaches the peach to the
twig of the tree and is 3 mm (0.12
inch) to 10 mm (0.39 inch) in length.
Dark brown stems less than 3 mm
(0.12 inch) in length are also consid-
ered as short stems.

(i) Mechanical damag-(1) Partial
slice, in the style of slices, is a unit
that has had a semblance of a slice
with respect to thickness and shape
but is less than three-fourths of an ap-
parent full slice and that does not bear
marks of crushing. Pieces are reassem-
bled to equal an average full size slice
and counted as one unit.

(2) Detached piece, in the style of
halves and quarters, is a piece which
has the appearance of a slice resulting
from an off-suture cut or other im-
proper cutting.

(3) Gouges mean holes or gouges
that do not destroy the normal con-
figuration of the unit but affect the
appearance of the unit:

(i) Not more than slightly;,
(ii) Materially; or
(iii) Seriously.
(4) Off-suture cut, in the style of

halves and quarters, is a unit which
has been cut at a distance from the
suture greater than 10 mm (0.39 inch)
at the widest measurement and the
appearance is affected:

(i) Not more than slightly;,
(ii) Materially; or
(iii) Seriously.
(5) Partially detached piece, in the

style of halves and quarters, is a piece
which has the appearance of a slice re-
sulting from an off-suture cut or other
improper cutting. The defect is at-
tached to the half or quarter from
which cut, but must be detached more
than one-third of the length of the
half or quarter along the suture ap-
proximately parallel with the suture.

(6) Other mechanical damage means
a unit, in- the styles of whole, halves
and quarters, which is damaged to the
extent.that the shape of the unit is af-
fected:

(i) Not more than slightly;
(ii) Materially; or
(iii) Seriously.
(j) Peel means all of the outer layer

of the peach that is normally removed
during processing.

(k)'Sample unit size- The amount of
product specified to be used for inspec-
tion. It may be:1

PROPOSED RULES

(1) The entire contents of a contain-
er; or

(2) A portion of the contents of a
container, or

(3) A combination of the contents of
2 or more contalners; or

(4) a portion of unpacked product.
(1) Shelly, in the styles of halves,

quarters, and slices, means a unit in
which the pit cavity has been trimmed
to such an extent as to leave the unit
only fairly fleshy.

(in) Slab, in the style of slices, means
an irregularly shaped unit resulting
from the slicing operation that materi-
ally deviates from the normal shape of
a wedge-shaped sector.

(n) Sliver, in the style of slices
means any unit that weighs 3 g (0.12
ounce) or less and has the symmetry
of a full slice.

(o) Unit, means one whole, half,
quarter, slice, dice, or piece of peach as
ipplicable for the style.

§ 2852.2604 Recommended sample unit
sizes.

(a) Factors of quality. Compliance
with requirements for factors of qual-
ity Is based on the following sample
unit sizes for the respective style.

(1) Halves; Quarters-25 units.
(2) Whole-25 units.
(3) Slices-50 units or 100 units.
4) Diced-200 g (7 ounces).

(5) Halves and pieces; Pieces or Irreg-
ular pieces-l0O g (35.3 ounces).

§ 2852. 2505 Liquid media and Brix mena-
surements.

"Cut-out" requirements for liquid
media in canned freestone peaches are
not incorporated in the grades of the
finished product since sirup or any
other liquid medium, as such, Is not a
factor of quality for the purposes of
these grades. The "cut-out" BrLx mea-
surements, as applicable, for the re-
spective designations are as follows:

Designations Brix
meaurements

"Extra heavy sdrup:" or "Extra 2=or more
heavily sweetened fruit Julce(s) butnot
and watter" or "Extra heavity more than
sweetened fruit Juice(s)". 35'.

--Heavy sirup:" or "Heavily smeet- 18' or more
ened fruit Juice(s) and water." or but lem
"Heavily sweetened fruit julcets)". than 2?.

"Light sirup:" or -Lightly sweet- 14" or more
ened fruit juice(s) and water." or but lc=
"Lightly sweetened frjit juice(s)". than 18'.

"Slightly sweetened water." or 10' ormore
"Extra light srup;" or o'Sllghtly but lea
sweetened fruit Juices) and than 14A
water." or "Slightly sweetened
fruit juice(s)".

"In water" Not
applicable.

"In fruit Julce(s) and water" - Do.
"In fruit juice(s)" Do.
"Artificially sweetened"__ Do.
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§ 2852.2606 Fill of container.

The standard of fill of container for
canned freestone peaches is the maxi-
mum quantity of peach units that can
be sealed in a container and processed
by heat to prevent spoilage, without
crushing or breaking such units.
Canned freestone peaches that do not
meet this requirement are "Below
Standard in Fill"

§ 2852.2607 Fill of container for canned
"solid-pack" freestone peaches.

The fill of container for canned
solid-pack freestone peaches is not in-
corporated in the grades of the fin-
ished product since fill of container, as
such. is not a factor of quality for the
purposes of these grades. Each con-
tainer of solid-pack freestone peaches
shall be as full of peaches as practica-
ble without impairment of quality and
the product shall occupy not less than
90 percent of the volume of the con-
tainer.

§ 2852.2608 Minimum drained weights.

(a) General (1) The minimum
drained weight for the various styles
in Table I of this subpart are not In-
corporated in the grades of the fin-
ished product since drained weight, as
such, is not a factor of quality for the
purposes of these grades.

(2) The minimum drained weights
are based on equalization of the prod-
uct 30 days or more after the product
has been canned.

(b) Method for determining drained
weight The drained weight of canned
freestone peaches and canned "solid-
pack" freestone peaches is determined
by emptying the contents of the con-
taner, turning the pit cavities down in
halves, upon a U.S. Standard No. 8 cir-
cular sieve of proper diameter contain-

-ng 8 meshes to the inch (0.0937-inch
± 3 percent, square openings) so as to

distribute the product evenly, inclin-
ng the sieve to an angle of 17 to 20 de-

grees to facilitate drainage, and allow-
ing to drain for 2 minutes. The
drained weight is the weight of the
sieve and peaches less the weight of
the dry sieve. A sieve 8 inches in diam-
eter is used for the equivalent of No. 3
size cans (404 x 414) and smaller, and a
sieve 12 inches in diameter is used for
containers larger than the equivalent
of the No. 3 size can.

(c) Definitions of syjmbol. (1) X.
The average drained weight of all the
sample units in the sample.

(2) LT. Lower limit for drained
weights of individual sample units.

(d) Compliance with drained
weights. A lot of canned freestone
peaches is considered as meeting the
minimum drained weight if the follow-
ing criteria are met:
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TABLE 1. MINIMUM DRAINED WEIGHTS FOR CAN4NED FREESTONE PEACHES

Container size Halves

(overall Over-

Container designations (metal, dimensions) flow In extra heavy In any other
unless otherwise stated) capacity slrup liquid medtum

Diameter Height (fluid (ounces) (ounces)
(inches) (inches) ounces)

Xd LL Rd LL

8Z tall --------------- 211 304 - - - 4.8 4.1 5.0 4.3
No. 300 --------------- 300 407 - - - 8.6 7.8 8.8 8.0
No. 303 --------------- 303 406 - -- 9.5 8.6 9.8 8.9
No. 303 glass ----------------------- 17.0 9.5 8.6 9.8 8.9
No. 2 ---------------- 307 409 - - - 11.5 10.4 11.9 10.8
No. 2 glass ----------------- ------ 28.35 16.1 14.7 16.6 15.2
No. 2 , 7 count or more ------- 401 411 - - - 16.6 15.2 17.1 15.7
No. 2 , 6 count or less ------- 401 411 - - - 16.2 14.8 16.7 15.3
No. 10, 24 count or more ------ 603 700 - - - 61.0 58.5 62.5 60.0
No. 10, 23 count or less ------ 603 700 - - - 60.0 57.5 61.5 59.0

TABLE I. (Continued)

Quarters, halves and pieces Sliced
pieces or irregular pieces

Container size (metal, unless In extra In any other In extra In any other
otherwise stated) heavy sirup liquid medium heavy sirup liquid medium

(ounces) (ounces) (ounces). (ounces)

Xd LL Xd LL Rd LL Xd LL

8z tall ---------- 4.9 4.2 5.1 4.4 4.7 4.1 4.9 4.3
No. 300 ---------- 8.8 8.0 9.0 8.2 8.5 7.8 8.7 8.0
No. 303 glass ------- 9.7 8.8 10.0 9.1 9.4 8.6 9.7 8.9
No. 303 ---------- 9.7 8.8 10.0 9.1 9.4 8.6 9.7 8.9
No. 2----- - ------- 11.7 10.6 12.1 11.0 11.3 10.4 11.7 10.8
No. 2 glass ------- 16.4 15.0 16.9 15.5 15.8 14.7 16.3 15.2
No. 2 ---------- 16.9 15.5 17.4 16.0 16.3 15.2 16.8 15.7
No. 10 ---------- 63.0 60.5 64.5. 62.0 60.0 58.0 61.0 59.0

TABLE I. (Continued)

Heavy pack Solid-pack

Container size (metal, (all styles) unsweetened
unless otherwise (ounces) (all styles)

stated) (ounces)

Xd LL Xd LL

No. 2 - ------------------- 24.0 22.6
No. 10 -------- --- 70.0 67.5 90.0 87.5
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(1) The average of the drained
weights from all the sample units in
the sample meet the minimum average
drained weight (designated as "Xd" in
Table I): and

(2) The number Of sample units
which fail to meet the drained weight
lower limit for individuals (designated
as "LL" in Table I) does not exceed
the applicable acceptance number
specified in the single sampling plan
of Table I1.
TAmB TT-Single sampling plan for drained

weight

Sample size
(number of
sample units)-. 3 6 13 21 29

Acceptance No..... 0 1 2 3 4

§ 2852.2609 Minimum fill weights.
(a) General. The minimum fill

weights specified in Table M are not

PROPOSED RULES

incorporated in the grades of the fin-
ished product since fill weight, as
such, is not a factor of quality for the
purposes of these grades.

(b) Method for detcrming fill weighL
Fill weight Is determined in accord-
ance with the U.S. Standards for In-
spection by Variables and the U.S.
Standaids for Determination of Fill
Weights.

(c) Definitions of terms and symbols.
"Subgroup" means a group of sample
units representing a portion of a
sample.

X!,,. means the minimum lot aver-
age fill weight

LWIh means the lower warning limit
for subgroup averages.

LRL. means the lower reject limit
for subgroup averages.

LWL means the lower warning limit
for individual fill weight measure-
ments.

38019

LRL means the lower reject limit for
individual fill weight measurement&

R' means a specified average range
value.

R, means a specified maximum
range for a subgroup.

"Sampling allowance code" means a
code letter on the Sampling Allowance
Chart of the U.S. Standards for In-
spection by Variables. This letter iden-
tifies the line which gives the amount
of sampling allowance to be applied to
the specification average for fill
weights In order to determine compli-
ance with requirements for fill weight
averages for a sample.

(d) Compliance with A01 weights.
Compliance with the fill weights shall
be in accordance with the acceptance
criteria specified in the U.S. Standards
for Inspection by Variables and the
U.S. Standards for Determination of
Fill Weights.
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?ABLE 1. . FILL WEIGHT VALUES FOR CANNED FREESTONE PEACHES

Halves
Container size (metal unless

otherwise stated) Fill weight values (ounces) Sampling

allowance

LIM- LRL- LWL LRL R' R code
min xma

8Z tall ------------ 5.6 5.1 4.9 4.6 4.1 1.2 2.5 I
No. 300 ------------ 9.9 9.3 8.9 8.5 7.8 1.6 3.4 M
No. 303 -I- - - ------ -- 11.0 10.3 10.0 9.5 8.7 1.7 3.7 N
No. 303 glass -I- - - ----- 11.0 10.3 10.0 9.5 8.7 1.7 3.7 N
,No. 2 ------------- 13.3 12.5 12.1 11.5 10.6 2.1 4.4" Q

No. 2 glass --------- 18.9 17.9 17.4 16.7 15.6 2.6 5.4 T
No. 2 , 7 count or more - --- 19.4 18.4 17.9 17.2 16.1 2.6 5.4 T
No. 2 , 6 count or less - --- 19.0 18.0 17.5 16.8 15.7, 2.6 5.4 T
No. 10, 24 count or more - - 73.0 71.0 70.4 69.2 67.3 4.4 9.3 Blo
No. 10, 23 count or less - - - 72.0 70.3 69.4 68.2 66.3 4.4 9.3 BI

TABLE III. Continued

Sliced
Container size (metal, unless

otherwise stated) Fill weight values (ounces) Sampling

allowance

LWL- LRL- LWL LRL R code

min x m ax

8Z tall ------------ 5.6 5.2 5.0 4.7 4.2 1.1 2.2 H
No. 300 -I- - - ------ -- - 0.0 9.4 9.1 8.7 8.0 1.5 3.2 L
No. "303 -i- - - ------ -- 11.1 10.5 10.1 9.7 9.0 1.6 3.4 R
No. 303 glass -i- - - ----- 11.1 10.5 10.1 9.7 9.0 1.6 3.4 M
No. 2 ------------- 13.4 12.6 12.2 11.7 10.8 2.0 4.2 P
No. 2 -------------- 19.6 18.7 18.2 17.6 16.6 2.3 4.9 S
No. 2 glass --------- 19.1 18.2 17.7 17.1 16.1 2.3 4.9 S
No. 10 ------------ 74.0 72.5 71.7 70.6 68.9 4.0 8.4 Z

Quarters; -- Pieces or -- fill weight
Halves and pieces irregular pieces values ,

8Z tall ------------ 5.7 5.3 5.1 4.8 4.3 1.1 2.2 H
No. 303 ------------ 11.3 10.7 10.3 9.9 9.2 1.6 3.4 M
No. 2 ------------- 13.6 12.8 12.4 11.9 11.0 2.0 4.2 P
No. 211 ------------ 19.9 19.0 18.5 17.9 16.9 2.3 4.9 S
No. 10 ------------ 76.0 74.5 73.7 72.6 70.9 4.0 8.*4 Z
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§ 2852.2610 Grades.
(a) "'U.S. Grade A" is the quality of

canned freestone peaches that:
(1) Meets-the following prerequisites

in which-the peaches:
(i) Have similar varietal characteris-

tics;
(ii) Have a normal flavor ard odor;
(iii) Have overall brightness of the

sample unit as a mass and are-not af-
fected by dullness;

(iv) Have units that are practically
uniform in size and shape in sliced
style;

(v) Are practically free from pit ma-
terial, except for whole style;

(vi) Are practically free from
crushed and broken units in the styles
of whole, halves, and quarters;

(vii) Do not exceed the aggregate
area of peel specified for the style as
follows:

(A) Whole-.-5.5 cm2 (0.85 in2 or 1 x
.85);

(B) Halves-4.5- cm 2 (0.7 in 2 or 1 X
.7);

(C) Quarters-2.25 cm 2 (0.34 in2 or 1
x .34);

(D) Slices-50 count-1.8 cm2 (0.28
in 2 or 1 x .28); 100 count-3.5 cm2 (0.54
in2 or 1 x .54);

(E) Dice-0.5 cm 2 (0.08 in2 or 1 x
.08);

(F) Halves and pieces; Pieces or ir-
regular pieces-3.25 cm 2 (0.5 in 2 or 1 X
.5);

(viii) Have a good character such
that the number of units that have
fairly good character does not exceed
the following:

(A) Whole; Halves; and Quarters-
unit;

(B) Slices-50 count-3 units; 100
count-5 units;

(C) Halves and pieces; and Pieces or
irregular pieces-50 g,

(D) Dice-10 g;,
(2) Are within the limits for defects

as classified in Table IV and specified
in Tables V, VI, VII, VIII, or IX.

(b) "U.S. Grade B" is the quality of
canned freestone peaches that:

(1) Meets the following prerequisites
in which the peaches:

(i) Have similar varietal characteris-
tics;

(ii) Have normal flavor and odor;
(iii) Have overall brightness of the

PROPOSED RULES

sample unit as a mass and are not af-
fected by dullness;

(iv) Have units that are practically
uniform in size and shape in sliced
style;
(v) Are practically free from pit ma-

terial, except for whole style;
(vi) Are practically free from

crushed and broken units in the styles
of whole, halves, and quarters;

(vii) Do not exceed the aggregate
area of peel specified for the style as
follows:

(A) Whole-22.5 cm 2 (3.5 in2 or 1 x
3.5);

(B) Halves-19 cm2 (3 in2 or 1 x 3);
(C) Quarters-9.5 cm2 (1.5 in2 or 1 x

1.5);
(D) Slices-50 count-7 cm2 (1.1 In2

or, 1 x 1.1); 100 count-14 cm2 (2.2 In2

or 1 x 2.2);
(E) Dice-l,5 cm 2 (0.23 n 2 or 1 x

0.23);
(P) Halves and pieces; Pieces or Ir-

regular pieces-12 cm2 (1.9 In2 or 1 x
1.9);

(viii) Have a reasonably good charac-
ter such that the number of units that
have fairly good character does not
exceed the following:.

(A) Whole; Halves; and Quarters-3
units;

(B) Slices-50 count-5 units; 100
count-10 units;
(C) Halves and pieces; Pieces or Ir-

regular pieces-100 g,
(D) Dice-20 g;
(2) Are within the limits for defects

as classified in Table IV and specified
in Tables V, VI, VII, VIII, or IX.

(c) "U.S. Grade C" Is the quality of
canned freestone peaches that:
(1) Meets the following prerequisites

n which the peaches:
(1) Have similar varietal characteris-

tics;
(ii) Have a normal flavon and odor,
(iii) Have overall brightness of the

sample unit as a mass which is not
more than materially affected by dull-
ness;

(iv) Have units that may be variable
in size and shape and sliced style;
(v) Are practically free from pit ma-

terial, except for whole style:
(vi) Are practically free from

crushed and broken units In the styles
of whole, halves, and quarters;
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(vii) Do not exceed the aggregate
area of peel specified for the style as
follows:

(A) Whole-45 cm 2 (7 in2 or 1 x 7);
(B) Halves-38 cm' (5.9 in2 or 1 x

5.9);
(C) Quarters-19 cm (3 in or I x 3);
(D) Slices-50 count-15 cm2 (2.3 in2

or 1 x 2.3); 100 count-30 cm? (4.6 in2

or 1 x 4.6);
(E) Dice-3 cm2 (0.5 in2 or I x .5);
(F) Halves and pieces; Pieces or ir-

regular pieces-27 cm = (4.2 in2 or 1 x
4.2);

(viii) Have a fairly good character
such that the number of units that
have poor character does not exceed
the following:

(A) Whole; Halves;, and Quarters--3
units;

(B) Slices-50 count-5 units; 100
count-10 units;

(C) Halves and pieces; Pieces or ir-
regular pieces-100 g;

(D) Dice-20 g;
(2) Are within the limits for defects

as classified in Table IV and specified
in Tables V, VI, VII, VIII, or IX.

d) "Substandard" is the quality of
canned freestone peaches that fails to
meet the requirements for US. Grade
C.
§ 2852.2611 Factors of quality.

The grade of canned freestone
peaches is based on compliance with
the requirements for the following
quality factors:.

(a) Prerequisite quality factors:
(1) Similar varietal characteristics;,
(2) Flavor and odor,
(3) Brightness;,
(4) Uniformity of size of slices;
(5) Pit material;
(6) Crushed and broken units;
(7) Peel; and
(8) Character.
(b) Classified quality factors:
(1) Individual unit color,
(2) Workmanship;
(3) Blemishes;
(4) Uniformity of size of whole, -

halves and quarters;
(5) Mechanical damage; and
(6) Extraneous vegetable material.

§2852.2612 Classification of defects.
Defects are classified as minor,

major, severe, or critical. Each "X" in
Table IV represents "one (1) defect."
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TABLE IV

CLASSIFICATION OF-DEFECTS

classification
Quality Defect casifi Ctio

Faqtor Min Maj Say Crit

WHOLE

Fairly good (in grade A & B only.- - -- X

Poor (in grade A, B &C)- - ------------ X

Not more than slightly------- X
Materially ---------------- X
Seriously -"----------------- - X

Excessive variation (each unit)- - - X

Goue:
Not more than slightly

Materially------

Seriously-------

Other mechanical damage:

Not more than slightly
Materially-------
Seriously-------

X
X

X
X

----------------- ------ - ----

Small piece (each piece)- --------- -------------------------------X

HALVES AND QUARTERS

Fairly good (in grade A & B only)- ---- X
Poor (in grade A, B & C)- ------------ X

Not more than slightly-------- X
Materially- - ------------ X
Seriously------------------- - X

Excessive variation (each unit)- - - X

Off-suture:
Not more than slightly------- X
Materially .....- --------- X
Seriously

Partially detached piece------- X

Detached piece --------- ----- X

Shelly unit (in grade A & B only) - - - - X

-X

Gouge:
Not more than slightly
Materially-------
Seriously

Other mechanical damage:
Not more than slightly
Materially-------
Seriously-------

XX

x
x

------------------------x
----------------------------

------------------------- --------------- x

Short-stem (each stem) ------------- X
Small piece (each piece)--------------- -
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Individual
Unit Color

Blemishes

Uniformity
of size

Mechanical
Damage

Extraneous
Vegetable
Material

Individual
Unit Color

Blemishes

Uniformity
of size

Mechanical
Damage

Extraneous
Vegetable
Material
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TABLE IV Continued

Quality Defect Classiicaton
Factor Min Maj Sev Crit

SLICED

Individual Fairly good (in grade A & B only) X
Unit' Color Poor (in grade A, B & C only)- ---------- X

Workmanship Sliver----------------
Slab------------------- X

Blemishes Not more than slightly-------- X
Materially- - ------------- X
Seriously-- ---------------- X

Mechanical Shelly unit (in grade A & B only)- -
Damage

Gouge%
Not more than slightly------- X
Materially- - ------------ X
Seriousl X------ --------------

Partial slice- - ---------- X

Extraneous Shvrt stem (each. stem)- - ----------- X
Vegetable Small piece (each piece) - - ------- - - - - --
-Material

DICED

Individual Fairly good (in grade A & B only -

Unit Color each 8 g)- - ----------- X
Poor (in grade A, B & C -

each 8 g) - - ------ - - - --- X

Workmanship More than 20 m (0.79 inch)
c or less than 8 mm (0.31 inch)

- each 8 g -------------- X

Blemishes Materially (each 8 g)------------ X
Seriously (each 8 g) - - ------ - - - - --

Extraneous Short stem & small piece (each piece)- ---------- X
Vegetable
Material

HALVES AND PIECES: PIECES OR IRREGULAR PIECES

Individual Fairly good (in grade A & B only)
Unit Color (each 40 g)------------

Poor (in grade A, B & C)
(each 40 g)- - -------------- X

Blemishes Not more than slightly (each 40 g)- - - K
Materially (each 40 g)- ----------- X
Seriously (each 40 g) - - ------ - - - - --

Extraneous Short stem and
Vegetable Small piece (each piece)- -- ------------ X
Material
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§ 2852.2613 Tolerances for defects.

PROPOSED RULES

TABLE V

WHOLE

GRADE A GRADE B GRADE C

Total Maj Sev Crit Total Maj Sev Crit Total Maj Sev Crit
2/ 2/ 2/

AQ i 10.0 2.5 1.0 0.4 15.0 10.0 2.5 1.0 25.0 15.0 10.0 2.5

TABLE VI

HALVES: QUARTERS

GRADE A GRADE B GRADE C

Total Maj Sev Crit Total Maj Sev, Crit Total Maj Sev Crit.
2/ 2/ 2/

I i5.0 8.5 2.5 0.4 25.0 15.0 5.0 1.0 40.0 25.0 15.0 2.5

1/ AQL expressed as defects per hundred units.

2/ Total = Minor + Major + Severe + Critical.

TABLE VII
SLICES

GRADE A GRADE B GRADE C

Total Maj Sev Crit Total Maj Sev Crit Total Maj Sev Cdt
2/ 2/ 2/

12.5 5.0 1.5 0.65 25.0 12.5 5.0 1.5 40.0 20.0 12.5 2.5

TABLE VIII
DICED

GRADE A GRADE B GRADE C

Total Maj Sev Crit Total Maj Sev Crit Total Ma~j Sev Crit
2/ 2/ 2/

IA';I 12.5 6.5 2.5 0.4 15.0 8.5 4.0 0.65 20.0 10.0 8.5 1.0

TABLE IX
HALVES AND PIECES: PIECES OR IRREGULAR PIECES

GRADE A GRADE B GRADE C

Total Maj Sev Crit Total Maj Sev Crit Total Haj Sev Crit
2/ 2/ 2/

10.0 2.5 1.0 0.4 15.0 6.5 2.5 1.0 25.0 15.0 6.5 2.5

1/ - AQL expressed as defects per hundred units.

2/ Total = Minor + Major + Severe + Critical.
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2852.26.14 Sample size.
The sample size to determine com-

pliance with requirements of these
standards shall be as specified in the
sampling plans and procedures in the
"Regulations Governing Inspection
and Certification of Processed Fruits
and Vegetables, Processed Products
Thereof, and Certain Other Processed
Food Products" (7 CPR 2852.1-
2852.83) for lot inspection and on-line
inspection, as applicable.

§ 2852.2615 Compliance with quality re-
quirements.

(a) Lot inspection. A lot of canned
freestone peaches is considered as
meetiig the requirements for quality
if:

(1) The prerequisite requirements
specified in § 2852.2610 are met; and

(2) The Acceptable Quality Levels
(AQL) in Table V, VI, VII, VIII and
IX, as applicable for the style, are not
exceeded..-"(b) On-line inspecion. A portion of
production is considered as meeting re-
quirements for quality if:

(1) The prerequisite requirements
specified in § 2852.2610 are met; and

(2) The Acceptable Quality Levels
(AQL) in Table V, VI, VII, VIII and
IX, as applicable for the style, are not
exceeded.

(c) Single sample unit. Each unoffi-
cial sample unit submitted for quality
evaluation will be treated individually
and is considered as meeting the re-
quirements for quality if:

(1) The prerequisite requirements
specified in § 2852.2610 are met; and

(2) The Acceptable Quality Levels
(AQL) in Table'V, VI, VII, VIII and
IX, as applicable for the style, are not
exceeded.

Nom-The Food Safety and Quality Serv-
ice has determined that this document does
not contain a major proposal requiring
preparation of an inflation impact state-
ment under Executive Order 11821 and
OMB Circular A-107.

Done at Washington, D.C. on August
18, 1978.

SYrSY J. BUTLER,
ActingAdministrator,

Food Safety and Quality Service.
EF Dec. 78-23672 Filed 8-24-78; 8:45 am]

[7590-01]

NUCLEAR REGULATORY
COMMISSION

[10 CFR Parts 30, 40, 50, and 70]

DECOMMISSIONING CRITERIA FOR NUCLEAR
FACILITIES

Public Meeting

AGENCY: U.S. Nuclear Regulatory
Commission.
ACTION: Public meeting.

PROPOSED RULES

SUMMARY: The U.S. Nuclear Regula-
tory Commission has underway a ree-
valuation of policy on decommission-
ing (see the advanced notice of pro-
posed rulemaking, 43 FR 10370, March
13, 1978). In this connection the Com-
mission is planning to hold a public
,meeting to review the current status
of the subject reevaluation.
DATES: Public meeting will be held
between 10 am. and 5 pn, October 18,
1978.
ADDRESSES: Interested persons are
invited to attend the publicmeeting to
be held at the General Services Ad-
ministration Auditorium, 18th and F
Streets NW., Washington, D.C.
FOR FURTHER INFORMATION
CONTACT:.

Dr. Carl Feldman, Office of Stand-
ards Development, U.S. Nuclear Reg-
ulatory Commission, Washington,
D.C. 20555, phone 301-443-5910.

SUPPLEMENTARY INFORMATION:
The NRC is considering development
of a more explicit overall policy for
nuclear facility decommissioning and
considering amending Its regulations
in 10 CFR Parts 30, 40. 50. and 70 to
include more specific guidance on de-
commissioning criteria for production
and utilization facility licensees and
byproduct, source, and special nuclear
material licensees. An advance notice
of proposed rulemaking was published
in the FDRAL REGISTER on March 13,
1978 (43 FR 10370-10371, FR Doc. 78-
6461). Shortly thereafter the NRC
staff set forth in detail its proposed
plan for the development of an overall
NRC policy on decommissioning of nu-
clear facilities in NUREG-0436, "Plan
for Reevaluation of NRC Policy on
Decommissioning of Nuclear Facili-
ties," March 1978.

To obtain the views of the States on
its policy, NRC staff is holding three
regional workshops In September 1978
(announced in the FEDmRL REGISTEn
on August 4. 1978, 43 FR 34564, FR
Doc. 78-21566) to discuss the specifics
of the NRC plan, NUREG-0436, as
well as its first two decommissioning
reports, NUREG-0278, '.Technology,
Safety, and costs of Decommissioning
a Reference Nuclear Fuel Reprocess-
ing Plant" and NUREG/CR-0130,
"Technology, Safety, and Costs of De-
commissioning a Reference Pressur-
ized Water Reactor."

These workshops will be open to
public attendance and observation on
a space-available basis. However, to
ensure that adequate channels for
public participation are available at an
early time in the NRC decisionmaking
process regarding decommissioning
policy, a public meeting will be held.
The meeting will consist of an Infor-
mative portion summarizing NRC
policy issues, the technical decommis-
sioning information base being devel-
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oped through Battelle Pacific North-
west Laboratory (PNL), and the status
of comment on the FEDzRAL RzGisTER

-notice of proposed rulemaking pub-
lished on March 13, 1978 (FR 10370-
10371, FR Doc. 78-6461). Following
the informative session, the meeting
will be opened for public discussion.

The agenda for the meeting vill be
as follows:

Mon n=
Welcome-Overview (approximately 15

minutes).
Policy issue presentation (approximately

1.5 hours). Robert 1. Bernero, Assistant Di-
rector for Material Safety Standards. Office
of Standards Development U.S. NRC.

Reces. 12-1:30 p.m.
Arrmscon

Technical presentation (approximately 1.5
hours), R. L Smith. PNL.

Status of comment on FEDERaL. Rz izs
notice (approximately a half hour), D. P.
Harmon. U.S. NRC.

Question.and-answer session.
A transcript of the meeting will be

prepared and made available in the
NRC Public Document Room, 1717 H
Streets NW., Washington, D.C. 20555.

Copies of the NRC proposed plan for
the reevaluation of NRC policy on de-
commissioning of nuclear facilities,
NUREG-0436, will be available at the
meeting. Copies of the first two de-
commissioning reports, NUREG-0278
for the reference nuclear fuel repro-
cessing plant and NUREGICR-0130
for the reference pressurized water re-
actor, may be obtained by writing Na-
tional Technical Information Service,
Springfield, Va. 22161, at nominal cost.

Persons who wish further informa-
tion about this meeting should write
to Dr. Carl Feldman, US. Nuclear
Regulatory Commission, Washington,
D.C. 20555, or call 301-443-5910.

Dated at Rockville, 24d. this 16th
day of August 1978.

For the Nuclear Regulatory Com-
mission.

ROBERT B. MnsoGUY,
Director, Office of

Standards Development
FR Doe. '78-23451 Filed 8-24-78; 8:45 am]

[6320-01]
CIVIL AERONAUTICS BOARD

[14 CF Pcrt 3121

(Docket 32602; PDR-56; Dated: August 17,
19781

IMPLEMENTATION OF THE NATIONAL ENVI-
RONMENTAL POLICY ACT, INCLUDING THE
PREPARATION OF ENVIRONMENTAL
IMPACT STATEMENTS

AGENCY: Civil Aeronautics Board.
ACTION: Advance notice of proposed
rulemaking.
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SUMMARY: This notice announces
the Board's intention to revise its envi-
ronmental regulation to adjust for its
recent policy initiatives and to con-
form with the Council on Environmen-
tal Quality's new regulations. Issuance
of a proposed rule is being postponed
to allow the Board to analyie its expe-
rience in dealing with environmental
problems in cases nov before it and to
await CEQ's adoption of its new regu-
lations.
FOR FURTHER INFORMATION
CONTACT:

Steven Rothenberg, Office of the
General Counsel, Civil Aeronautics
Board, 1825 Connecticut Avenue
NW., Washington, D.C. 20428, 202-
673-5423.

SUPPLEMENTARY INFORMATION:
In a petition for rulemaking filed with
the Board on May 3, 1978, National
Airlines, Inc., requested that Part 312
of the Board's regulations, 14 CFA
Part 312, be amended to allow more
realistic initial environmental determi-
nations in cases where multiple certifi-
cate awards are reasonably probable.

We agree that innovative environ-
mental analysis is called for where
multiple route awards, or other novel
actions, are proposed. Increased fare
flexibility and multiple route awards
both make a forecast of the environ-
mental Impact of Board actions more
difficult. However, contrary to the as-
sertion in National's petition, the
Board's information base is not limited
to the'information supplied by carri-
ers. We have therefore endeavored to
formulate new methods for forecast-
Ing the cumulative impact of a pro-
posed action when multiple entry is
being considered. While our forecasts
might be Improved by having available
carrier environmental evaluations
based on the possibility of multiple
awards, we have not been unduly ham-
pered in making our determinations
by the fact that each carrier's evalua-
tion is based on the assumption that
only its application will be granted.

We believe that since we have been
able to do adequate environmental
analyses using the present regulation,
we should postpone amending it until
we develop a better idea of what infor-
mation carriers might provide to help
us In our forecasting. The present rule
Is sufficiently flexible to allow us to
adjust our forecasts to our policy ini-
tiatives; thus the delay will not pre-
vent us from complying with NEPA.
In the meantime, carriers should feel
free to include forecasts based on the
possibility of multiple permissive
awards, along with their traditional
forecasts, in any environmental evalu-
ations submitted to the Board.

Postponing action on National's peti-
tion will also allow us to combine the
amendments called for by the Board's

PROPOSED RULES

new policies with those necessary to
conform Part 312 With the Council on
Environmental Quality's new regula-
tions. Those regulations should be
adopted in the relatively near future,
so that the amendments related to the
Board's new policies should not be de-
layed by combining them with the
changes necessary to conform Part 312
with CEQ's regulations.' By revising
Part 312 in one step instead of two, we
will be better able to insure that the
regulation remains internally consist-
ent and that the objectives of each set
of amendments are fulfilled.

By the Civil Aeronautics Board.
PnYLLIs T. KAYLOR,

Secretary.
[FR Doc. 78-24007 Filed 8-24-78; 8:45 am]

[8010-01]
SECURITIES AND EXCHANGE

COMMISSION

[17 CFR Part 249]

[Rel. No. 34-15074; File No. S7-751]

SECO BROKERS AND DEALERS fREPORTS AND
ANNUAL ASSESSMENTS

Proposed Form

AGENCY: Securities and Exchange
Commission.
ACTION: Proposed form.
SUMMARY: The Securities Exchange
Act (the "Act") authorizes the Com-
mission to collect such reasonable fees
and assessments as may be necessary
to defray the costs of additional regu-
latory duties required to be performed
with respect to registered broker-deal-
ers who are not members of the Na-
tional Association of Securities Deal-
ers, Inc. Z"nonmember" or "SECO"
broker dealers). Pursuant to these sec-
tions of the Act, the Commission has
adopted rule 15b9-2 to provide for
annual assessments payable by those
firms. This proposal deals with the
adoption of form SECO-4-78 which
would establish the -levels for non-
member broker-dealer assessments for
the current fiscal year.
DATES: Comments must be received
on or before September 8, 1978.
ADDRESSES: All submissions should
refer to file S7-751 and be delivered in
triplicate to George A. Fitzsimmons,
Secretary, Room 892, at 500 North
Capitol Street, Washington, D.C.
20549. Copies of the proposed form are
available on request from the Commis-
sion. Copies of all written submissions
will be made available at the Commis-
sion's Public Reference Room, 1100 L
Street NW., Washington, D.C.
FOR FURTHER INFORMATION
CONTACT.

'Comments on the proposed
were due by August 11.

d regulations

Daniel Bateman, Division of Marl:et
Regulation, room 501, Securities and
Exchange Commission, 500 North
Capitol Street, Washington, D.C.
20549, 202-755-1300.

SUPPLEMENTARY INFORMATION:
The Securities and Exchange Commis-
sion has announced a proposal to
adopt form SECO-4-78 (17 CFR
249.5041) establishing the annual as-
sessments payable to the Commission
by nonmember broker-dealers for the
current fiscal year. The forms which
set forth initial fees for a SECO
broker-dealer and Its associated per-
sons, form SECO-5 (17 CFR 249.505)
and form U-4 (17 CFR 249.502), re-
spectively, would not be changed.'
Under rule 15b9-2 annual assessments
are generally due on or before Septem-
ber 1 of the calendar yer in which the
assessments are established, 1978 In
this instance. The Commission will not
require the filing of form SECO-4 or
the payment of fees pursuant to rule
15b9-2 until the new form SECO-4-78
becomes effective.

Proposed form SECO-4-78 reflects a
reduction in the gross income assess-
ment from 0.2 percent to 0.17 percent
for municipal securities transactions
and from 0.25 percent to 0.21 percent
for other OTC transactions, and re-
tains the basic annual SECO firm and
personnel assessments of $250 and $5,
respectively.

The assessments are being reduced
to adjust the anticipated revenues to
more closely approximate the expect-
ed regulatory costs of the SECO pro-
gram and to continue the commis-
sion's policy over the years of main-
taining general comparability with the
NASD's fees and assessments.

The Securities and Exchange Com-
mission, pursuant to its authority
under the Securities Exchange Act of
1934 (15 U.S.C. 78a et seq., as amended
by Pub. L. No. 94-29 (June 4, 1975))
and particularly sections 15(b)(7),
15(b)(8), and 23(a) thereof, hereby
proposes to amend Part 249 of Title 17
of the Code of Federal Regulations by
adopting § 249.5041 as follows:

§ 249.5041 Form SECO-4-78, 1978 as-
sessment and Information form for
registered brolkers and dealers not
members of a registered national
securities association.

This form shall be filed on or before
October 31, 1978, pursuant to
§ 240.15b9-2 of this chapter, accompa-
nied by the annual assessment fee re-
quired thereunder, for the fiscal year
ended September 30, 1978, by every
registered broker and dealer not a

'The initial fee required to be paid by
SECO broker-dealers IS 3500 and the fee to
be paid on behalf of each ss=oclatcd person
is $35. Additional fees are levied for the
taking of qualifications examinations, when
required.
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member of a registered national secu-
ritiles association.

Copies of the proposed form have
been filed with the Office of the Fed-
eral Register, and additional copies are
available on request from the Commis-
sion.

By the Commission..
SHLEY E. HOLLIS,

Assistant Secretary.

AUGUST 18, 1978.

[FR Doc. 78-23915 Filed 8-24-78; 8:45 am]

[4830-01]
DEPARTMENT OF THE TREASURY

internal Revenue Service

[26 CFR Part 11

EEE-102-781

INCOME TAX

Minimum Funding Standards-Asset Valuation

AGENCY: Internal Revenue Service,
Treasury.

ACTION: Notice of proposed rulemak-
ing.
SUMMARY: This document contains
proposed regulations which define the
term "reasonable actuarial method of
valuation" for purposes of computing
the minimum funding standard for
pension plans. Changes in the applica-
ble tax law were made by the Employ-
ee _Retirement Income Security Act of
1974. The proposals would provide the
public with guidance needed to comply
with that Act and apply to all plans
that are subject to the minimum fund-
ing standards.
DATE: Written comments and -re-
quests for public hearing must be de-
livered or mailed by October 24, 1978.
Generally the proposed regulations
apply to certain plan years beginning
after December 31, 1975.
ADDRESS: Send comments and re-
quests for a public hearing to: Com-
missioner of Internal Revenue, Atten-
tion: CC:LR:T, Washington, D.C.
20224.
FOR FURTHER INFORMATION
CONTACT:

Thomas F. Rogan of the Employee
Plans and Exempt Organizations Di-
vision, Office of the Chief Counsel,
Internal Revenue Service, 1111 Con-
stitution Avenue NW., Washington,
D.C. 20224 (Attention: CC:LR:T)
(202-566-3589) (not a' toll-frde
number).

SUPPLEMENTARY INFORMATION:

BACKGROUND

This document contains proposed
amendments to the Income Tax Regu-
lations (26 CFR Part 1) under section

PROPOSED RULES

412(c)(2) of the Internal Revenue
Code of 1954, as added by section
1013() of the Employee Retirement
Income Security Act of 1974 (88 Stat.
916) ("ERISA"). The regulations con-
tained in this document are to be
issued under the authority of sections
412(c)(2) and 7805 of the Internal Rev-
enue Code of 1954 (88 Stat. 916 and
68A Stat. 917; 26 U.S.C. 412(c)(2) and
7805). These regulations will also
apply for purposes of section 302 of
ERISA.

EXPLANATION OF PROVISIONS
Section 412 provides minimum fund-

ing requirements with respect to cer-
tain pension plans, including the main-
taining of a funding standard account.
The charges and credits to the fund-
ing standard account are generally
based upon the assumption that the
plan will be continued by the employ-
er. Based upon that assumption, the
general purpose of these regulations is
to allow defined benefit plans to use
reasonable asset valuation methods
designed to mitigate the effect on the
funding standard account caused by
shortrun changes in the fair market
value of plan assets.

This purpose is in accord with H.
Rep. No. 93-807, 93d Cong., 2d sess. 96
(1974). The rules contained in these
proposed regulations provide stand-
ards for acceptable asset valuation
methods, and provide rules for deter-
mining the fair market value of plan
assets including certain contracts with
insurance companies.

The principal limitation on using
these methods is that the result must
be no less than 80 nor more than 120
percent Of the fair market value of the
assets on the valuation date. This
"corridor" of 20 percent is intended to
cover cyclical or periodical variations
as well as unusual fluctuations in
value on the test date.

The proposed rules provide proce-
dures for adopting and changing an
actuarial asset valuation method.
Transition rules are also provided for.

REIrmC ON PROPOSALS
Pending the adoption of final regu-

lations, taxpayers may rely on these
proposed rules in making computa-
tions affected by these rules. If any
provisions of the final regulations are
less favorable to taxpayers than these
proposed rules, those provisions will
be effective only for periods after the
date of adoption.

CozmNTs AND REQUESTS FOR A PUBLIC
HEARING

Before adopting these proposed reg-
ulations, consideration will be given to
any written comments that are sub-
mitted (preferably eight copies) to the
Commissioner of Internal Revenue.
All comments are available for public
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Inspection and copying. A public hear-
ing vill be held upon written request
to the Commissioner by any person
who has submitted written comments.
If a public hearing is held, notice of
the time and place will be published in
the FaSRAL RzaisTmE.

DRAFnno INFORZIATION

The principal author of these pro-
posed regulations was T. Douglas Sor-
ensen of the Legislation and Regula-
tions Division of the Office of Chief
Counsel, Internal Revenue Service.
However, personnel from other offices
of the Internal Revenue Service and
Treasury Department participated in
developing the regulation, both on
matters of substance and style.

PROPOSED AmmsDERS ToHE
REGULATIONS

It is proposed to amend 26 CFR Part
1 by adding the following new section
in the appropriate place:

§ .412(c)(2)-l Valuation of plan assets;
reasonable actuarial valuation meth-
ods.

(a) Introduction-(1) In generaL
This section prescribes rules for valu-
ing plan assets under an actuarial val-
uation method which satisfies the re-
quirements of section 412Cc)(2)(A).

(2) Exception for certain bondz, etc.
The rules of this section do not apply
to bonds or other evidences of indebt-
edness for which the election de-
scribed in section 412(c)(2)(B) has
been made, nor are such assets count-
ed in applying paragraphs (b) or (c) of
this section.

(3) Defined benefit plan. See para-
graph (b) of this section.

(4) Defined contribution plan. To
satisfy the requirements of section
412(c)(2)(A), a defined contribution
plan must value assets solely on the
basis of their fair market value (under
paragraph (c) of this section).

(b) Defined benefit Plans-(1) In gen-
eral. To satisfy the requirements of
section 412(c)(2)(A), an actuarial
method of valuing assets of a defined
benefit plan must meet the require-
ments of this paragraph (b).

(2) Purpose. (I) In general, the pur-
pose of this paragraph (b) is to permit
use of reasonable actuarial valuation
methods designed to mitigate shortrun
changes in the fair market value of
plan assets.

(U) The funding of plan benefits and
the charges and credits to the funding
standard account required by section
412 are generally based upon the as-
sumption that the defined benefit
plan will be continued by the employ-
er. Thus, shortrun changes in the
value of plan assets presumably will
offset one another in the long term.
Accordingly, in the determination of
the amount required to be contributed
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under section 412 it Is generally not
necessary to recognize fully each
change in fair market value of the
assets In the period in which it occurs.

(ill) The asset valuation rules con-
tained in this paragraph (b) permit a
"smoothing" effect. Thus, investment
performance, including appreciation
or depreciation in the market value of
the assets occurring in each plan year
may be recognized gradually over sev-
eral plan years. This "smoothing"
effect is in addition to the "smooth-
ing" effect which results from amor-
tizing experience losses and gains over
15 or 20 years under section 412(b)
(2)(B)(iv) and (3)(B)(11).

(3) Consistent basis. (i) The actuar-
ial asset valuation method must be ap-
plied on a consistent basis. Any change
in meeting the requirements of this
paragraph (b) is a change in funding
method subject to section 412(c)(5).

(ii) A method may satisfy the con-
sistency requirement even though
computations are based only on the
period elapsed since the adoption of
the method or on asset values occur-
ring during that period.

(4) Statement of plan's method. (i)
The method of determining the actu-
arial value (but not fair market value)
of the assets must be specified in the
plan's actuarial report (required under
section 6059) both for the first plan
year such method is employed and for
any subsequent plan year for which
the method. is modified. The method
must be described In sufficient detail
so that another actuary employing the
method described would arrive at a
reasonably similar result.

(1i) Any deviation from the described
method is a change in funding method
subject to section 412(c)(5), even if the
deviation is made with respect to a
new type or class of plan assets not
previously held by the plan or is made
because of an erroneous or incomplete
description of the method.

(5) Consistent valuation dates. The
same day (such as the first or the last
day of a plan year) must be used for
all purposes to value the plan's assets
for each plan year for which a valua-
tion is made. A change in the date
used is a change in funding method.

(6) Reflect fair market value. The
valuation method must make use of
the fair market value (determined
under paragraph (c) of this section) of
the plan's assets as of the applicable
asset valuation date, either in the
direct computation of their actuarial
value or in the computation of both
maximum and minimum limits of such
value. A method will not satisfy the re-
quirement of the preceding sentence if
it is designed to produce a result
which will be significantly and consist-
ently above or below fair market
value.

PROPOSED RULES

(7) 80-120 corridor. The method
must result in an actuarial value of
the plan's assets which is not less than
80 percent nor more than 120 percent
of their current fair market value as of
the applicable asset valuation date.

(8) Examples. This paragraph (b)
may be illustrated by the following ex-
amples. In each example, assume that
the pension plan uses a consistent ac-
tuarial method of valuing its assets.

Example 1. Plan A considers the value of
its assets to be initial cost, increased by an
assumed rate of growth of 4 percent annual-
ly. However, the method requires that the
actuarial value be within an 80-120 percent
corridor, i.e., that the result not be more
than 120 percent nor less than 80 percent of
the current fair market value as of the valu-
ation date. Assuming that the 4 percent
factor used by the plan is a reasonable as-
sumption, this method is not designed to
produce results consistently above or below
fair market value. Since the method proper-
ly reflects fair market value and Is within
the required 80-120 corridor, It is permitted.

Example 2. Plan B considers the actuarial
value of Its assets to be their fair market
value. However, if necessary an adjustment
is made to make the actuarial value fall
within a "5 percent" corridor. This corridor
is plus or minus 5 percent of the following
amount: the fair market value of the assets
at the beginning of the valuation period
plus an assumed annual growth of 4 percent
and adjusted for contributions and benefit
payments during the period. Assuming that
the 4 percent factor used by the plan is a
reasonable assumption, this method is not
designed to produce results consistently
above or below fair market value. However,
this method is unacceptable because in
some instances It may result In values out-
side the 80-120 corridor. This method would
be permitted if a second corridor were im-
posed which would prevent the value of the
total plan assets from falling outside of the
80-120 percent corridor.

Example 3. Plan C values It assets by mul-
tiplying their fair market value by an index
number. The use of the index results in the
hypothetical average value that plan assets
present on the valuation date would have
had it they had been held .during the cur-
rent and four preceding years, and had ap-
preciated or depreciated at the actual yield
rates including appreciation and depreci-
ation experienced by the plan during that
period. However, the method requires an ad-
justment, if necessary, to bring the resulting
actuarial value of the assets inside the 80-
120 corridor. This method is permitted.

Example 4. Plan D values Its assets by
multiplying their fair market value by 90
percent. Although the results of this
method will always be within the required
corridor, it is not acceptable because It will
consistently and significantly resfilt In a
value less than fair market value.

c) Fair market value of assets-l)
In general. Except as otherwise pro-
vided in this paragraph (c), the fair
market value of a plan's assets for pur-
poses of this section is, the price at
which the property would change
hands between a willing buyer and a
willing seller, neither being under any
compulsion to buy or sell and both
having reasonable knowledge or rele-

vant facts. The valuation principles in
the regulations under section 2031
apply.

(2) Insurance agreements. (1) Agree-
ments with an insurer (including
agreements between the employer or
plan trustee and an Insurer) Involving
the payment of- benefits under the
plan shall be valued in accordance
with paragraph (c)(3) or (c)(4) of this
section, whichever Is applicable.

(ii) For purposes of this paragraph
(c), the term "insurer" means a com-
pany or association authorized to do
business under a State law regulating
insurance companies.

(3) Insurance agreements; allocated
portion of agreement (1) If an Insurer
has a legally enforceable obligation to
provide plan benefits to specific plan
participants or their beneficiaries, the
plan must on a consistent basis apply
one of the methods described in this
paragraph (c)(3) to value the obliga-
tion. An insurer has a legally nforcea-
ble obligation to pay benefits If the In-
surer is obligated to provide such
benefits without further obligation by
the plan to pay any consideration for
the benefits.

(ii) The plan may exclude the obliga-
tion's fair market value from the fair
market value of plan assets. If this
method is used, the plan must also ex-
elude the value of such benefits from
the computation of the plan's liability
to pay benefits.

(ill) The plan may include in the fair
market value of its assets the present
vale of the plan benefits which as of
the valuation date are a legally en-
forceable obligation of the Insurer and
which are included in the computation
of the plan's liability to pay benefit-.

(iv) The plan may include in the fair
market value of its assets the obliga-
tion's cancellation value. For purposes
of this paragraph (c), the term "can-
cellation value" means the sum of
funds which would be received by the
plan if the agreement were terminated
on the valuation date. Any payment to
be made to the plan more than one
year after the termination of the
agreement must be taken Into account
at its present value. Cancellation value
includes' the present value of benefits
which will continue to be guaranteed
by the insurer, unless they are ex-
cluded from the computation of the
plan's liability to pay benefits. To the
extent that the plan, on termination
of the agreement, may receive either
funds or benefits continued to be guar-
anteed by the Insurer, the cancellation
value shall include the greater of the
two amounts.

(4) Insurance agreements; unallocat-
ed portion of agreement. (1) If an In-
surer maintains a fund on behalf of
the plan, and provides plan benefits
from the fund either by direct pay-
ment from the fund or by the pur.
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chase of annuity contracts, then the
plan must apply the method described
in paragraph (c)4)(ii) of this section
in valuing the fund. The plan must
apply this method on a consistent
basis whether or not the assets of the
plan contributed to the fund are com-
mingled with other assets held by the
insurer.

(ii) The plan must include in the fair
market value of its assets the fund's
account balance computed pursuant to
the agreement providing for the fund,
whether or not the insurer maintains
its own separate records based upon
experience. However, this account bal-
ance shall not includd any amount
that the insurer is entitled to with-
draw fromr- the fund as consideration
for an obligation to pay plan benefits.
The amount which may be withdrawn
is to be determined at the valuation
date. See paragraph (c)(3) of this sec-
tion for a description of an insurer's
obligation to pay benefits.

(5) Plan termination insurance. For
purposes of this section, plan termina-
tioi insurance for which premiums are
paid from plan funds pursuant to sec-
tion 4006 of the Employee Retirement
Income Security Act of .1974 is not a
plan asset.

(d) Effective date and transition
rules-() Effective date. This section
applies to plan years to which section
412, or section 302 of the Employee
Retirement Income Security Act of
1974, applies.

(2) Special rule for certain plan
years. For plan years beginning prior
to [the date this regulation is pub-
lished in the FEDERAL REGISTEP as a
final regulation], the amounts re-
quired to be determined under section
412 may be computed on the basis of
any reasonable actuarial method of
asset valuation which takes into ac-
count the fair market value of the
plans assets, even if the method does
not meet the requirements of para-
graphs (a) through (c) of this section.

(3) Plan years beginning on or after
[the date described in paragraph (d)(2)
of this section]. Paragraphs (a)
through (c) of this section apply be-
ginning with the first valuation of
plan assets made for a plan year to
which section 412 applies that begins
on or after [the date described in para-
graph (d)(2) of this section]. The
statement of the plan's actuarial asset
valuation method required by para-
graph (b)(4) of this section must be in-
cluded with the plan's actuarial report
for that year, in addition to any subse-
quent years specified in that para-
graph.

(4) Effect of change of asset valua-
tion method. A plan which is required
to change its asset valuation method
to comply with paragraphs (a)
through (c) of this section must make
the change when those rules first

become applicable to the plan. A
method of adjustment must be used to
take account of any difference in the
actuarial value of the plan's assets
based on the old and new valuation
methods. The plan may use either.

(1) A method of adjustment de-
scribed in paragraph (d)(5) or (d)(6) of
this section without prior approval by
the Commissioner, or

(i) Any other method of adjustment
if the Commissioner gives prior ap-
proval under section 412(c)(5).

(5) Retroactive recomputation
method. (1) Under this method of ad-
justment, the plan recomputes the
balance of the funding standard ac-
count as of the beginning of the first
plan year for which it must use Its new
asset valuation method. This recompu-
tation is made as if the plan's new
method applied as of the first day of
the first plan year to which section
412 applies.

(ii) Beginning with the first plan
year for which Its new method must
apply, the normal cost and amortiza-
tion charges and credits to the funding
standard account are computed as If
its new method applied as of the first
day of the first plan year to which sec-
tion 412 applies.

(III) If the recomputed aggregate
charges exceed the recomputed aggre-
gate credits to the funding standard
account as of the end of the first plan
year to which Its new method applies,
an additional contribution to the plan
may be necessary to avoid an accumu-
lated funding deficiency in that year.

(6) Prospective gain or loss adJust-
ment method. (i) Under this method of
adjustment the plan values its assets
under its new method on the first val-
uation date following (the date de-
scribed in paragraph (d) (2) of this sec-
tion].

(i) If the plan uses a spread gain
type funding method, the difference
in the value of the assets under the
two asset valuation methods Is not se-
perately amortized. Under a spread
gain type of funding method, gains
and losses are spread over future peri-
ods as a part of normal cost. Examples
of this type of funding method are the
aggregate cost method, frozen initial
liability cost meth6d, and the attained
age normal cost method.

(III) If the plan'uses an Immediate
gain type of funding method the plan
determines the difference in the value
of the plan's assets based upon the old
and new asset valuation methods. This
difference is determined as of the first
valuation date following [the date de-
scribed in paragraph (d) (2) of this sec-
tion]. Under an Immediate gain type
of funding method, gains and losses
are seperately recognized and amor-
tized over a fixed number of years. Ex-
amples of this type of funding method
are the unit credit method, the entry

age normal cost method, and the indi-
vidual level premimum cost method.

Civ) The difference determinec
under paragraph (d) (6) (iii) of th
section may be treated as arising frowr
an experience loss or gain, and thik
amortized under section 412 (b) (2) (B
(1v) or (3) (B) (lI); or alternatively i!
may be treated as arising from r
change In actuarial assumptions, anc
this amortized under section 412 Cb
(2) (B) (v) or (3) (B) (i).

JER0M KuRz
Commissioner of Internal Revenue-

EFR Doc. 78-23667 Filed 8-24-78; &45 am]

[4510-27]

DEPARTMENT OF LABOR

Wage and Hour Divison

[29 0 Part 8001

EQUAL PAY ACT--EMPLOYEE BENEFTS

Amendment to Interpretative Bulletin

AGENCY: Wage and Hour Division.
Department of Labor.
ACTION: Proposed amendment to in-
terpretative bulletin.
SUMMARY: The interpretative bulle-
tin on the Equal Pay Act present!]
provides, with respect to insuranc
and other employee benefit plans, that
the act is not violated where eithe:
the plan provides equal benefits tc
both men and women or the employe:
makes equal contributions to the plar
on behalf of all employees. See 2!
CFR 800.116(d) (1977). The Wage anc
Hour Administrator has proposed thai
this Interpretation be withdrawn anc
that It be replaced with an interpreta
tion which makes clear that employef
benefits are "wages"* within the mean
Ing of the Equal Pay Act, that any dif
ferential in such benefits based on sex
based actuarial distinctions violate
the act, and that any sex-based differ
ential in required employee contribu
tions toward equal benefits simflarlb
violates that act. This change in the
interpretative bulletin is based on z
thorough review of the legislative his
tory and purposes of the Equal Pa3
Act, as well as on decisions of the Su
preme Court and other courts.
DATES: Comments should be submit
ted by October 23,1978.
ADDRESS: Written comments sholc
be submitted in quadruplicate to th
Director, Division of Equal Pay anc
Employment Standards, Wage anc
Hour Division, Room S-3028, U.S. De
partment of Labor, 200 Constitutior
Avenue NW., Washington. D.C. 20210
A copy of all public comments may bc
examined during normal busines
hours at the office of Xavier W_ Vela
Administrator. Wage and Hour Divi
sion, Room S-35202, US. Department
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of Labor, 200 Constitution Avenue
NW., Washington D.C. 20210. The
entire record or any part thereof may
be purchased at the actual cost of du-
plication as computed pursuant to the
fee schedule In 29 CFR Sec. 70.62(b).
FOR FURTHER INFORMATION
CONTACT:

Richard A. McMullen, Chief, Branch
of Equal Pay, Wage and Hour Divi-
sion, Room S-3028 U.S. Department
of Labor, 200 Constitution Avenue
NW., Washington, D.C. 20210, tele-
phone 202-523-7605.

SUPPLEMENTARY INFORMATION:

HISTORY

In 1965, shortly after the Equal Pay
Act became effective, the Wage-Hour
Administrator issued the present sec-
tion 116(d) of the interpretative bulle-
tin on equal pay for equal work:

Contributions ot employee benefit plans.
If employer contributions to a plan provid-
Ing Insurance or similar benefits to employ-
ees are equal for both men and women, no
wage differential prohibited by the equal
pay provisions will result from such pay-
ments, even though the benefits which
accrue to the employees in question are
greater for one sex than for the other. The
mere fact that the employer may make une-
qual contributions for employees of oppo-
site sexes In such a situation will not, how-
ever, be considered to indicate that the em-
ployer's payments are in violation of section
6(d). if the resulting benefits are equal for
such employees. [29 CFR Sec. 800.116(d)
(1977)]

This section was based on the under-
standing that employers could some-
times purchase more benefits for men
than for women at a given price. In
1970, the section was interpreted to
apply to retirement plans, which were
often priced on the basis of sex-based
actuarial tables reflecting the greater
average longevity of women. Opinion
Letter WH-70, August 25, 1970. CCH
Wage-Hour Admin. Rulings para.
30,681; BNA WHM 95:621. Under this
Interpretation, The Equal Pay Act was
not violated if either the plan provided
equal benefits to both sexes or the em-
ployer made equal contributions to
the plan on behalf of all employees
even though, because of the use of
sex-based actuarial tables, the result-
ing benefits were larger for men than
for similarly situated women. (This
will hereinafter be referred to as the
"either-or rule.")

Since at least 1972, this either-or
rule has been at variance with an
Equal Employment Opportunity Com-
mission interpretation of the broad
sex discrimination prohibition of title
VII of the Civil Rights Act of 1964. 42
U.S.C. see. 2000e. EEOC guidelines
specifically prohibit an employer from
maintaining a pension or other benefit
plan "which differentiates in benefits
on the basis of sex." 29 CFR 1604.9(f).

PROPOSED RULES

The EEOC guidelines further provide
that it is no defense under title VII
that the cost of benefits is greater for
one sex. 29 CFR 1604.9(e).

After the EEOC issued these guide-
lines, the Department of Labor began
to reconsider its either-or rule. Hear-
ings were-held in September 1974, and
from these hearings the following
facts appeared:

(1) Women as a group lived longer than
men as a group.

(2) The overwhelming majority of retire-
ment plans nonetheless provided equal peri-
odic benefits in single-life annuities for men
and women.

(3) Life insurance plans most commonly
provided equal benefits for men and women.

(4) The minority of retirement plans
which provided unequal benefits for men
and women provided equal benefits to other
groups with differing life expectancies, such
as smokers and nonsmokers, drinkers and
nondrinkers and different racial groups.

It thus appeared that in group insur-
ance practice unequal life expectancies
did not necessarily dictate unequal
benefits.

Before the Department took any
action, however, the question of une-
qual pension benefits was referred to
the Equal Employment Opportunity
Coordinating Council in an attempt to
bring about uniform. government-wide
action. The Council determined as a
matter of sound public policy that pe-
riodic payments to retired employees
should not be differentiated on the
basis of sex, but it did not take a posi-
tion on whether such a differentiation
was prohibited by existing statutes. In
its official recommendation to the
President on April 15, 1976, the Coun-
cil proposed clarifying legislation to
require equal benefits, but such legis-
lation was never presented to the Con-
gress. BNA 1976 DLR No. 122, E-1.

The continuing variance in interpre-
tation of equal employment statutes
has created confusion in the courts
and impeded the EEOC's efforts to en-
force title VII. See, e.g., EEOC v. Colby
College, 439 F. Supp. 631 (D. Me.
1977), appeal pending. However, the
Supreme Court's recent decision in
Los Angeles Dept of Water & Power v.
Manhar4 46 U.S.L.W. 4347 (April 25,
1978) provides helpful guidance. On
the basis of that decision, as well as Its
own legal analysis, the Department of
Labor has now determined that its
"either-or rule" is an incorrect inter-
pretation of the Equal Pay Act and
must therefore be revised.

THE MANHART DEcisioN

In the Manhart case the Supreme
Court held that title VII was violated
by a pension plan which required
female employees to contribute a
greater portion of their wages than
male employees in order to fund equal
periodic retirement benefits. The plan
was defended on the ground that

women as a Class live longer (and
therefore receive periodic retirement
benefits longer) than men as a class.
The Supreme Court held, however,
that the plan violated title VII's basic
policy of treating employees as indi-
viduals, and not as members of a
sexual class. "Fairbess to Individuals"
(who may or may not live as long as
other members of their sex), not fair-
ness to the class, was required. Fur-
ther, the "cost justification" asserted
by the defendant was not recognized
as a defense.

The Supreme Court specifically re-
Jected a defense based on the so-called
Bennett Amendment to title VII,
which provides that

"It shall not be an unlawful employment
practice under this title for any employer to
differentiate upon the basis of sex in deter-
mining the amount of wages or compensa-
tion paid or to be paid to employees of such
employer If such differentiation is author-
ized by the [Equal Pay Act]." (42 U.S.C. See
2000e-2(h)]

The defendant argued that the pay
differential was authorized as based
on a "factor other than sex" under the
Equal Pay Act (as Interpreted by the
either-or rule) and that consequently
there was no violation of title VII.
However, the Supreme Court rejected
the argument, agreeing with the
Ninth Circuit Court of Appeals that
one cannot say that "an actuarial dis-
tinction based entirely on sex Is 'based
on any other factor other than sex.'
Sex is exactly what It is based on." 46
U.S.L.W. at 4350.

The Court went onto make the fol-
lowing comments:

The administrative constructions of the
provision look In two directions. The Wage
and Hour Administrator, who is charred
with enforcing the Equal Pay Act, has never
expressly approved different employee con-
tribution rates, but he has said that either
equal employer contributions or equal bene-
fits will satisfy the Act. 20 CFR See.
800.116(d) (1976). At the same time, he has
stated that a wage differential based on dif-
ferences In the average costs of employing
men and women is not based on a "factor
other than sex." 29 CFR Sec. 800.151 (1970).
The Administrator's reasons for the second
ruling are Illuminating* I

"To group employees solely on the basis
of sex for purposes of comparison of costs
necessarily rests on the assumption that the
sex factor alone may Justify the wage differ-
ential-an assumption plainly contrary to
the terms and purposes of the Equal Pay
Act. Wage differentials so based would serve
only to perpetuate and promote the very
discrimination at which the Act Is directed,
because In any grouping by sex of the em-
ployees to which the cost data relates, the
group cost experience is necessarily assessed
against an individual of one sex without
regard to whether It costs an employer more
or less to employ such individual than a par-
ticular individual of the opposite sex under
similar working conditions in jobs requiring
equal skill, effort, and responsibility." Ibid.

To the extent that they conflict, we find
that the reasoning of Sec. 800.151 has more
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"'power to persuade" than the ipse dixif of
Sec. 800.116. CL Skidmore v. Swift & Co.,
323 U.S. 134, 140. E46 U.S.L.W. at 4350 n. 26]

The Department of Labor -agrees
with the Supreme Court's comments.
Section 800.151 is firmly grounded in
the legislative history, language and
policy of the Equal Pay Act, as sum.
marized by the Supreme Court in the
Manhrart decision:-

A broad cost differential defense was pro-
posed and rejected when the Equal Pay Act
became law. Representative Findley offered
an amendment to the Equal Pay Act that
would have-expressly authorized a wage dif-
ferential tied to the "ascertainable and spe-
cific added cost resulting from employment
of the opposite sex." 109 Cong. Rec. 9217.
He pointed out that the employment of
women might be more costly because of
such matters as higher turnover and state
laws restricting women's hours. Id., at 9205.
The Equal Pay Act's supporters responded
that any cost differences could be handled
by focusing on the factor other than sex
which actually caused the differences, such
as absenteeism or number of hours worked.
The amendment was rejected as largely re-
dundant for that reason. Id., at 9217.

The Senate Report,-on the other hand.
does seem to assume that the statute may
recognize a very limited cost defense, based
on "'all of the elements of the employment
costs of both men and women." S. Rep. No.
176, 88th Cong, 1st Seas., 4. It is difficult to
find language in the statute supporting even
this limited defense; in any event, no de-
fense based on the total cost of employing
men and women was attempted in this case.
[46-U.S.W. at 4351 n.Z2]

The either-or rule, on the other
hand, appears not to have been based
on any statutory language, legislative
history, judicial interpretation, or ad-
ministrative investigation of total em-
ployment costs.

REASONS FOR RhvISZoN

The Equal Pay Act' requires that
workers receive equal. "wages" for
equal work, unless the differential is
based on a factor other than sex.
Thus, if employer contributions are
"wages," they should be equal; if em-
ployee benefits are "wages," they
should be equal; and if both are
"wages," both should be equal. The
either-or rule, however, ignores this
basic command of the act. It appears
to treat both contributions *and bene-
fits as "wages" within the meaning of
the act, but it fails' to' require that
both be equal.

In order to eliminate the basic incon-
gruity of the either-or rule, the De-
partment of Labor intends to with-
draw it entirely. The Department fur-
ther intends to take the following po-
sition-with regard to. employee bene-
fits under the Equal Pay Act:

(1) Such benefits areiwages" w;ithin the
meaning of the Act.

(2) A sex-based actuarial distinction is not
a "factor other than sex" whiclh may justify
a wage differential under the Act.

EMPLOYEE BENEFITS ARE "WAGES"
WITHIN THE MEANING OF THE EQUAL PAY

ACT

The language of the Equal Pay Act
and the Fair Labor Standards Act nei-
ther explicitly includes nor excludes
employee benefits as "wages." Howev-
er, consideration of the nature of em-
ployee benefits and of the purposes of
the Equal Pay Act leads to the conclu-
sion that such benefits are "wages"
within the meaning of that act. The
Department has long held that
"w]ages paid to an employee general-
ly include all payments made to or on
behalf of the employee as remunera-
tion for employment." 29 CFR 800.100.
(Other language in §800.110 which
might have been read as suggesting
that "wages" within the meaning of
the Equal Pay Act are limited to pay-
ments which may be counted toward
the minimum wage is being revised.
Further, reference in the last sentence
of § 800.110 to "payments related to
maternity" is being deleted, because
some maternity-related payments may
constitute remuneration for employ-
ment.) It is obvious that emloyee bene-
fits are now a normal and important
part of such remuneration. In 1976,
for example, private employee benefit
plan costs amounted to 17 percent of
the expenditures for employee com-
pensation of private non-farm employ-
ers with twenty or more employees.
These benefits therefore must be re-
garded as "wages" if the Equal Pay
Act is to have its Intended effect. For
example, if retirement benefits were
not considered as "wages" under the
Equal Pay Act, then the act would re-
quire equal payments to similarly sltu.
ated workers performing equal work as
long as they were employed but would
permit unequal payments deriving
from that employment relationship
for any reason (including simple dis-
crimination) once the workers retired.
There is no reason to believe that Con-
gress intended so anomalous a result.

In subchapter H of the Consumer
Credit Protection Act (enforced by the
Secretary of Labor) Congress has spe-
cificaly stated that "earnings" (de-
fined to mean "compensation paid or
payable for personal services, whether
denominated as wages, salary, commis-
sion, bonus, or otherwise") Includes
"periodic payments" pursuant to a
pension or retirement program. 15
U.S.C. ? 1672. Retirement benefits
have lOng been recognized as
"wages * * * or other conditions of
employment" within the meaning of
the National Labor Relations Act, 29
U.S.C. Sec. 151 et seq. Inland Steel Co.
v. National Labor Relations Board,
170 F.2d 247 (7th Cir. 1948), cert.
denied on this issue, 336 U.S. 960
(1949). While It does not necessarily
follow that such benefits are "wages"
within the meaning of the Equal Pay
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Act, it is significant that two of the
purposes of the Equal Pay Act are also
purposes of the National Labor Rela-
tions Act: To alleviate the depression
of wages and to prevent labor disputes.
29 U.S.C. 151. If coverage of retire-
ment benefits Is necessary for the pur-
poses of the National Labor Relations
Act, It Is equally necessary for the
same purposes of the Equal Pay Act.
Coverage of retirement benefits is also
necessary for a third purpose of the
Equal Pay Act: To promote the maxi-
mum utilization of labor resources.
Women cannot be attracted into the
labor force equally with men it they
cannot hope to earn retirement bene-
fits equally with men.

In a recent case concerning the re-
employment rights of veterans. Ala-
bama Power Co. v. Davis 431 U.S. 581,
592 (1977). the Supreme Court specifi-
cally stated that "it is obvious that
pension payments have some resem-
blance to compensation for work per-
formed." The Court examined "the
function of pension plans in the em-
ployment system" and stated, "a pen-
sion plan assures employees that by
devoting a large portion of their work-
ing years to a single employer, they
will achieve some financial security in
their years of retirement." Id. at 594.
Through retirement plans, then, em-
ployees trade off current compensa-
tion for future economic security. Em-
ployers should not be allowed to use
this trade-off to create inequality
where the Equal Pay Act otherwise
clearly requires equality.

A Szx-BAss ACTUARIA!L DrsTmcnoN
Is NOT A "FAcTOR OTRa THAN SEx"

The decision of the Supreme Court
in the Manhart case squarely rejects
the proposition that a sex-based actu-
arial distinction is a "factor other than
sex" which may justify a wage differ-
ential under the Equal Pay Act. The
Department adopts the Court's analy-
sis of the act's language and legislative
history in also rejecting the proposi-
tion. The general principles of section
800.151 of the interpretative bulletin
apply to employee benefits just as
they apply to other wages.

This document was prepared under
the direction and control of Xavier M.
Vela, Administrator, Wage and Hour
Division.

In consideration of the foregoing it
is proposed to amend 29 CF R
§ 800.116(d) as follows:

§800.116(d) Equality and inequality of
pay in particular situations

(d) Employee benefits. Employee
benefits are "wages" within the mean-
ing of the act. A differential in bene-
fits based upon differences between
the cost to the employer of providing
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benefits to women as a group and the
cost of providing benefits to men as a
group does not qualify as a differential
based on a "factor other than sex"
within the meaning of section
6(d)(1)(i0 of the act. Such a differen-
tial therefore violates the equal pay
recluirements of the act. Similarly, the
act is violated If employees of one sex
are required to make greater contribu-
tions from their wages than are em-
ployees of the opposite sex in order to
receive equal benefits. Los Angeles
Dept. of Water & Power v. Manhar4 46
U.S.L.W. 4347 (April 25, 1978). See also
sec. 800.151 of this chapter.

It is further proposed to amend 29
CFR § 800.110 as follows:

§ 800.110 Meaning of "wages"
Wages paid to an employee generally

includes all payments made to or on
behalf of the employee as remunera-
tion for employment. The term
"wages" used in section 6(d)(1) of the
act (the purpose of which is to assure
men and women equal remuneration
for equal work) will therefore include
payments which may not be counted
under section 3(m) of the act toward
the minimum wage (the purpose of
which is to assure employees a mini-
mum amount of remuneration uncon-
ditionally available in cash or in
board, lodging or similar facilities).
Similarly, the provisions of section
7(e) of the act under which some such
payments may be excluded in comput-
ing an employee's "regular rate" of
pay for purposes of section 7 do not
authorize the exclusion of any such re-
muneration from the "wages" of an
employee in applying section 6(d) of
the act. Thus, vacation and holiday
pay, and premium payments for work
on Saturdays, Sundays, holidays, regu-
lar days of rest, or other days or hours
in excess or outside of the employee's
regular days or hours of work are re-
muneration for employment and
therefore wage payments that must be
considered in applying the equal pay
provisions of the act, even though not
a part of the employee's "regular
rate." On the other hand, payments
made by an employer to an employee
which do not constitute remuneration
for employment are not "wages" to be
compared for equal pay purposes
under section 6(d) of the act. Exam-
ples are such reasonable payments for
reimbursable expenses of traveling on
the employer's business as are dis-
cussed in section 778.217 of this chap-
ter.

Signed at Washington, D.C. on this
18th day of August, 1978.

XAVIER M. VELA,
Administrator,

Wage and Hour Division.
[FR Doc. 78-23733 Filed 8-24-78; 8:45 am]

[4510-29]
Pension and Welfare Benefit Programs

[29 CFR Part 2520]

RULES AND REGULATIONS FOR REPORTING
AND DISCLOSURE

Summary Annual Report

AGENCY: Department of Labor.
ACTION: Proposed rulemaking.

SUMMARY: This document sets forth
a proposed regulation which, if adopt-
ed, would replace existing temporary
regulations concerning the content,
style, and format of the summary
annual report (SAR) required to be
furnished to participants and benefi-
ciaries of employee benefit plans
under the Employee Retirement
Income Security Act of 1974 (ERISA).
The proposed regulation is designed to
make the SAR more useful to plan
participants and beneficiaries, and
easier to prepare, by prescribing a
form which plan administrators would
complete by inserting information in
the appropriate blank spaces. The pro-
posed regulation, if adopted, would
affect participants and beneficiaries of
employee benefit plans, and plan ad-
ministrators and other persons in-
volved in the preparation of SAR's.
DATE: Comments concerning the pro-
posed regulation are due on or before
October 10, 1978.
ADDRESSES: Interested persons are
invited to submit written data, views,
or arguments concerning any part or
all of the proposal contained in this
document to "Summary Annual
Report Regulations," Room C-4526,
Office of Regulatory Standards and
Exceptions, Pension and Welfare
Benefit Programs, U.S. Department of
Labor, 200 Constitution Avenue NW.,
Washington, D.C. 20216, on or before
the date indicated above. All such sub-
missions will be open to public inspec-
tion at the Public Documents Room,
Pension and Welfare Benefit Pro-
grams, Department of Labor, Room N-
4677, 200 Constitution Avenue NW.,
Washington, D.C.
FOR FURTHER INFORMATION
CONTACT.

Peter A. Straub or John Christen-
sen, Office of Regulatory Standards
and Exceptions, Pension and Wel-
fare Benefit Programs, U.S. Depart-
ment of Labor, Washington, D.C.
20216, 202-523-8515. This is not a
toll-free number.

SUPPLEMENTARY INFORMATION:
Section 104(b)(3) of ERISA provides In
part that, each year, administrators
must furnish summaries of the plan's
annual report to participants and
beneficiaries. Section 109(c) of ERISA
authorizes the Department of Labor
(the Department) to adopt, and on
July 29, 1976, the Department adopted
regulations 29 CFR 2520.104b-10 and
2520.104b-11, specifying the content,
style, and format of the SAR which
must be furnished under that section.'
Those regulations were adopted on a
temporary basis, and at the same time
public comment was requested as to
whether they should be made perma-
nent. Based on the comments and the
reasons discussed below, the Depart-
ment has now determined to withdraw
the proposal that they be made per-
manent, and Instead to propose new
regulation § 2520.104b-10 which would
replace both regulations §§ 2520.104b-
10 and 2520.104b-11. The proposed
regulation, if adopted, would apply
with respect to plan years beginning In
1978 and thereafter. Thus, under the
proposed regulation SAR's for the
1977 plan year will be prepared pursu-
ant to the existing regulations. Howev-
er, the Department invites comments
as to whether the method of compli-
ance prescribed In the proposed regu-
lation should be made available as an
optional method of complying with
the SAR requirement for the 1977
plan year for those plans which, at the
time the regulation becomes final,
were not yet required to have distrib-
uted the SAR.

Numerous comments on termporary
and proposed §§ 2520.104b-10 and
2520.104b-11 suggested that those reg-
ulations require an SAR which Is
unduly burdensome to prepare and
cannot be readily understood by many
participants and beneficiaries. The
regulation now being proposed Is de-
signed to simplify and make less bur-
densome the summary annual report-
ing requirements, and to result in a
less complicated SAR which would ap.
prise plan participants and beneficia-
ries of the most significant aspects of
the plan's financial status. This would
be accomplished by prescribing a form
which plan administrators would com-
plete by inserting Information in the
appropriate blank spaces. It Is antici-
pated that all Information necessary
to complete the form will be contained
in the full annual report. The form,
when completed in an accurate
manner, would constitute the SAR for
purposes of section 104(b)(3) of
ERISA, and would be distributed to
participants and beneficiaries in ac-
cordance with 29 CFR 2520.104b-1.0

'41 FR 32522, Aug. 3, 1976.
'Regulation 29 CFR 2520.104b-1 de.

scribes, among other things, types of deliv'.
Footnotes continued on next pare
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Paragraph (c)(1) of the proposed regu-
lation sets forth the form which would
be followed by administrators of pen-
sion plans, and paragraph (c)(2) sets
forth the form which would be fol-
lowed by administrators of welfare
plans. Idf each case, plan administra-
tors could omit any part of the pre-
scribed form which is not applicable to
the plan, or which would require infor-
mation which is not required to be re-
ported on the annual report of that
plan. However, they, are not to in-
clude information not prescribed in
the form.

In addition to prescribing a form for
the SAR, the proposed regulation dif-
fers from the existing regulations in
that, by requiring the inclusion of con-
siderably less detailed information, it
highlights the more important aspects
of the annual report. Thus, for exam-
ple, while the forms require disclosure
of specified financial information of
the plan,3 they do not, unlike the SAR
required under the existing temporary'
regulations, require attachment of
complete copies of'the statements of
assets and liabilities and of income and
expenses, and accompanying notes.
Comments received on temporary and
proposed §§ 2520.104b-10 and
2520.104b-l1 suggested that such
statements and accompanying notes
were often lengthy and, therefore,
costly to the plan to reproduce. Com-
mentators also argued that, in many
cases, participants and beneficiaries
were not able to evaluate effectively
the full statements and notes, and
that many participants and beneficia-
ries made no serious attempt to do so.

Under the proposed new regulation,
plan administrators would be required
to furnish such statements and notes
only when requested to do so by a par-
ticipant or beneficiary. These docu-
ments, when requested, would have to
be supplied free of charge, and the
forms contain a notice advising partici-
pants and beneficiaries of that fact.4

Footnotes continued from last page
ery or mailing procedures which are accept-
able where a plan administrator is required
to furnish materials to participants and
beneficiaries.

Specifically, annual report form 5500K
which is filed by certain small pension
plans, requires less'detailed Information in
some respects than forms 5500 or 5500C.
-Persons filing form 5500K may omit from
the prescribed SAR form those items which
would require information not required by
form 5500K. For example, the prescribed
SAR form requires disclosure of administra-
tive expenses, but there is no corresponding
entry on the form 5500K. Accordingly. per-
sons filing form 5500K may omit reference
to administrative expenses in their SAR.

3 The figures disclosed in the form would
be the same as those reported in the latest
annual report.4 Under sec. 110 of ERISA. the Depart-
ment may prescribe alternative methods of
compliance with the reporting and disclo-
sure requirements with respect to pension

PROPOSED RULES

The forms also include a notice indi-
cating that participants and beneficia-
ries may obtain a copy of the full
annual report, or any part thereof.
and indicating the types of disclosures
to be found therein. The annual
report is not required to be furnished
free of charge.5 The Department be-
lieves that the approach described
above would provide plan participants
and beneficiaries with financial infor-
mation sufficient to form the basis for
an initial appraisal of the plan's condi-
tion, while informing such persons of
their right to obtain more detailed In-
formation about the plan's financial
status if they desire.

The proposed regulation also omits
the existing requirement that certain
names and addresses. In addition to
that of the plan administrator, be set
forth n the SAR. This is because the
summary plan description which must
be furnished to plan participants and
beneficiaries under section 104(bX1) of
ERISA includes substantially identical
information

6

The proposed regulation, like the ex-
isting temporary regulations
§§ 2520.104b-10 and -11, provides that
the administrators of certain plans
which have substantial numbers of
participants who are not literate in
English must offer assistance to such
participants in understanding the
SAR.

With regard to the date by which
the plan administrator must furnish
the SAR, the proposed regulation, like
the existing temporary ones. would re-
quire that the SAR be furnished to
plan participants and beneficiaries
within 9 months after the close of the
plan year or, In the case of certain wel-
fare plans which use group insurance
arrangements, within 9 months of the

plans if. among other things, the alternative
method will provide adequate disclosure to
participants and beneficiaries, and applica-
tion of the statutory requirement would
cause the plan to incur increased costs or
administrative burdens, and would be ad-
verse to the interests of plan participants In
the aggregate. Similarly, sec. 104(aX3) of
ERISA gives the Department authority to
exempt welfare plans from all or part of the
statute's reporting-and disclosure require-
ments where such requirements are Inap-
propriate as applied to welfare plans. For
the reasons indicated above, the Depart-
ment is of the view that the procedure being
proposed herein would be consistent with
these standards, notwithstanding that sec.
104(b)(3) of ERISA states in effect that
statements of assets and liabilities and
statements of Income and expenses must be
furnished to each participant and benefici-
ary as part of the SAR.

IPersons requesting the full annual report
may. but need not, be charged for the copy-
ing of that document or any part thereof.
Charges. If any, may not exceed those deter-
mined by reference to regulation 29 CFR
2520.104b-30.

fSee 29 CFR 2520.102-3 (42 FR 37178.
July 19. 1977).
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close of the fiscal year of the trust or
other entity which files the annual
report under 29 CFR 2520.104a-6. This
is 2 months after the date by which
the full annual report must be filed
with the Department, and it is also 2
months after the date by which the
SAR would otherwise have to be fur-
nished under section 104(b)(3) of
ERISA. If an extension of time in
which to file an annual report has
been approved by the Internal Reve-
nue Service. the SAR is required to be
furnished within 2 months after the
close of the period for which the ex-
tension was granted. The proposed
filing date would enable plan adminis-
trators to supply current information
In the SAR without having specially to
compile the necessary data, since such
data will have been recently compiled
In order to prepare the full annual
report.7 Plan administrators could, of
course, furnish the SAR at whatever
earlier time they choose. For example,
a plan administrator required to
supply participants and beneficiaries
with a summary of a materialmodif-
cation under 29 CFR 2520.104b-3
might find it convenient to furnish the
SAR together with that information.

Exz&-=oNs

The proposed regulation would pre-
serve the exemptions from the re-
quirement to furnish ail SAR con-
tained in existing regulations for cer-
tain welfare, pension, day care, and ap-
prenticeship plans.

In consideration of the matters dis-
cussed above, it is proposed to amend
part 2520 of chapter XXV of title29 of
the Code of Federal Regulations by re-
scinding § 2520.104b-11, and amending
§ 2520.104b-10 to provide as set forth
below.

(Secs. 104. 109. 110, 505 Pub. L. 93-406. 88
Stat. 847. 851. 894 (29 U.S.C. 1024, 1029,
1030.1135).)

Subpart F-Disclosure Requirements

§ 2520.104b-10 Summary annual report.
(a) Obligation to furnish. Except as

otherwise provided in paragraph (f) of
this section, the administrator of any
employee benefit plan shall furnish
annually to each participant and bene-
ficlary of such plan a summary annual
rdort conforming to the requirements
of this section. Such furnishing of the
summary annual report shall take
place In accordance with the require-
ments of § 2520.104b-I of this part.

(b) When to furnish. Except as oth-
erwise provided in this paragraph (b),
the summary annual report required

'The Department's authority for delaying
the date by which SAR's must be furnished -

Is set forth In section 104(aX3) of ERISA
with respect to welfare plans, and section
110 of ERISA with respect to pension plans.
See note 4. supra.
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by this section shall be furnished to
participants and beneficiaries within
nine months after the close of the
plan year.

(1) In the case of a welfare plan de-
scribed in § 2520.104-43, such furnish-
ing shall take place within 9 months
after the close of the fiscal year'of the
trust or other entity which files the
annual report under § 2520.104a-6.

(2) When an extension of time in
which to file an annual report has
been approved by the Internal Reve-
nue Service, such furnishing shall take
place within 2 months after the close
of the period for which the extension
was granted.

(c) Contents, style, and format The
summary annual report furnished to
participants and beneficiaries of an
employee pension benefit plan pursu-
ant to this section shall consist of a
completed copy of the form prescribed
in subparagraph (1) of this paragraph
(c), and the summary annual report
furnished to participants and benefi-
ciaries of an employee welfare benefit
plan pursuant to this section shall
consist of a completed copy of the
form prescribed in subparagraph (2) of
this paragraph (c): Provided however,
That any portion of the forms set
forth In this paragraph (c) which is
not applicable to the'plan to which
the summary annual-report relates, or
which would require information
which is not required to be reported
on the annual report of that plan, may
be omitted. The information used to
complete the form shall be based upon
information contained -in the most
recent annual report of the plan
which is required to be filed in accord-
ance with section 104(a)(1) of the act.

(1) Form for summary annual report
relating to pension plans.

This Is a summary of the annual report
for (name of plan and EIN) for. (period cov-
ered by this report). The annual report was
filed on (date) with the Internal Revenue
Service, as requireil under the Employee Re-
tirement Income Security Act of 1974
(ERISA).

Benefits under the plan are provided by
(Indicate funding arrangements). Plan ex-
penses were ($ ). These expenses Includ-
ed ($ ) In administrative expenses and ($
) in benefits paid to participants and benefi
claries, and ($ ) In other expenses. A
total of ( ) persons were participantt'in
or beneficiaries of the plan at the end of the
plan year, although not all of these persons
had yet earned the right to receive benefits.

Wlf the plan is funded other than solely by
allocated insurance contracts:]

The value of plan assets held In trust,
after subtracting liabilities of the plan, was
($ ) as of (the end of the plan year), com-
pared to ($ ) as of (the beginning of the
plan year).

During the plan year the plan experienced
an (increase) (decrease) In Its net assets of
($ ). This (increase) (decrease) included
unrealized appreciation and depreciation in
the value of plan assets. It had total income
of ($ ), including employer contributions

of ($ ), employee contributions of ($ ),
(gains) (losses) of ($ ) from the sale of
assdts, and earnings from investments of
). [For plans filing form 5500K, omit sepa-
rate. entries for employer contributions and
employee 'contributions and insert instead
"contributions by employer and employees
of ( )"].

[ [If any funds are used to purchase alto-
cated insurance contracts:]

The plan has (a) contract(s) with (name of
insurance carrier(s)) which allocate(s) funds
toward (state whether individual policies,
group deferred annuities or other). The
total premiums paid for the plan year
ending (date) was($ ).

[if the plan is a defined benefit planl
An actuary's statement shows that contri-

butions to the plan (met the minimum fund-
ing standards of ERISA) (failed to meet the
minimum funding standards of ERISA in
the amount of $ ).

[If the plan is a defined contribution plan
covered bsjfunding requirements:]

Contributions to the plan (met the mini-
mum funding standards of ERISA) (failed
to meet the minimum funding standards of
ERISA in the amount of $ ).

You have the right to receive a copy of
the full annual report, or any part thereof,
on request. The Items listed below are in-
cluded In that report:

I. An accountant's repbrt;
2. Assets held for nvestment;
3. Transactions between the plan and par-

ties in interest (that is, persons who have
certain relationships with the plan);

4. Loans or other obligations in default;
5. Leases in default;
6. Transactions in excess of 3 percent of

plan assets;
7. Insurance information including sales

commissions paid to insurande carriers:
and

8. Actuarial information regarding the fund-
ing of the plan.
To obtain a copy of the full annual report,

or any part thereof, write or call the office
of (name), who is (state title; e.g., the plan
administrator), (business address and tele-
phone number). The charge to cover copy-
ing costs will be ($ ) for the full annual
report, or ($ ) per page for any part
thereof.

You also have the right to receive from
the plan administrator, on request and at no
charge, a statement of the assets and liabil-
ities of the plan and accompanying notes, or
a statement of income and expenses of the
plan and accompanying notes, or both. If
you request a. copy of the full annual report
from the plan administrator, these two
statements and accompanying notes will be

- included as part of that report. The charge
to cover copying costs given above does not
include a charge for the copying of these
portions of the report because these por-
tions are furnished without charge.

You also have the legally protected right
to examine the annual report at the main
office of the plan (address) and at the U.S.
Department of Labor in Washington, D.C.,
or to obtain a copy from the U.S. Depart-
ment of Labor upon payment of copying
costs. Requests to the Department should
be addressed to: Public Disclosure Room,
N4677, Pension and Welfare Benefit Pro-
grams, Department of Labor, 200 Constitu-
tion Avenue NW., Washington, D.C. 2021M.

(2) Form for Summary Annual Report Re-
lating to Welfare Plans. This is a summary
of the annual report of the (name of plan,

EIN and type of welfare plan) for (period
covered by this report). The annual report
was filed on (date) with the Internal Reve-
nue Service, as required under the Employ.
ee Retirement Income Security Act of 1974
(ERISA).
- (If any of the funds are used to purchase
insurance contracts:]

The plan has (a) contract(s) with (name of
insurance carrier(s)) to pay (all, certain)
(state type of) claims Incurred under the
terms of the plan. The total premiums paid
for the plan year ending (date) was ($ ),

[f applicable add')
Because It is a so-called "experience-

rated" contract, the premium costs are af-
fected by, among other things the number
and size of claims under the policy. The
total of all benefit claims paid under the
policy during the plan year was ($ ),

[If any funds of the plan are held in trust:]
The value of plan assets held In trust,

after subtracting liabilities of the plan, was
($ ) as of (the end of plan year), com-
pared to ($ ) as of (the beginning of the
plan year). During the plan year the trust
experienced an (increase) (decrease) In Its
net assets of ($ ). This (increase) (dt
crease) included unrealized appreciation and
depreciation in the value of plan assets,

During the plan year, the trust had total
Income of (S ) including employer contri-
butions of CS ), employee contributions of
($ ), realized (gains) (loses) of ($ )
from the sale of assets, and earnings from
investments of (S ),

Plan expenses were ($ ). These ex-
penses included ($ ) in administrative ex-
penses. ($ ) in benefit paid to partlel-
pants and beneficiaries, and ($ ) in other
expenses.

You have the right to receive a copy of
the full annual report, or any part thereof,
on request. The items listed below are in.
eluded In that report:

1. An accountant's report;
2. Assets held for Investment:
3. Transactions between the plan and par.

ties in interest (that is, persons v. ho have
certain relationships with the plan):

4. Loans or other obligations in default;
5. Leases in default;
6. Transactions in excess of 3 percent of

plan assets; and
7. Insurance informttion including sales

commissions paid to insurance carriers.
To obtain a copy of the full annual report,

or any part thereof, write or call the office
of (name), the plan administrator. (businen
address and telephone number). The charge
to cover copying costs -will be ($ ) for the
full annual report, or ($ ) per page for
any part thereof.

You also have the right to receive from
the plan administrator, on request and at no
charge, a statement of the assets and liabil-
itles of the plan and accompanying notes, or
a statement of Income and expenses of the
plan and accompanying notes, or both. If
you request a copy'of the full annual report
from the plan administrator, these two
statements and accompanying notes will be
included as part of that report. The charge
to cover copying costs given above does not
include a charge for the copying of these
portions of the report because these por-
tions are furnished without charge.

You also have the legally protected right
to examine the annual report at the main
office of the plan (address) and at the U.S.
Department of Labor in Washington, D.C,
or to obtain a copy from the U.S. Depart.
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ment of Labor upon payment of copying
costs.-Requests to the Department should
be addressed to Pubic Disclosure Room.
N4677, Pension and Welfare Benefit Pro-
grams, US. Department of Labor. 200 Con-
stitution Avenue NW.. Washington, D.C.
20216.

(d) Foreign languages. In the case of
either-

(1) A plan which covers fewer than
100 participants at the beginning of a
plan year in which 25 percent or more
of all plan participants are literate
only in the same non-English lan-
guage, or

(2) A plan which covers 100 or more
participants in which 500 or more par-
ticipants or 10 percent or more of all
plan participants, whichever is less,
are literate only in the same non-Eng-
lish language, the-plan administrator
for such plan shall provide these par-
ticipants with an English-language
summary annual report which promi-
nently displays a -notice, in the non-
English language common to these
participants, offering them assistance.
The assistance provided need not in-
volve written materials, but shall be
given in the non-English language
common to these participants. The
notice offering assistance shall clearly
set forth any procedures participants
must follow to obtain such assistance.

(e) Furnishing of additional docu-
ments to participants and beneficia-
ries. A plan administrator shall
promptly comply with any request by
a participant or beneficiary for addi-
tional documents to the extent that
the forms set forth in paragraph (c) of
this section indicate that such re-
quests will be honored. Communica-
tions from plan participants or benefi-
ciaries which might reasonably be con-
strued as requests for information
which is required to be supplied with-
out charge shall be so construed. Any
charges assessed to- cover the cost of
furnishing copies of the full annual
report, or any part thereof, shall be
determined in accordance with 29 CFR
2520.104b-30. Such charges shall not
include the cost of furnishing, either
separately or as part of the full annual
report, copies of statements of assets
and liabilities and of income and ex-
penses, and accompanying notes.

(f) Exemptions. Notwithstanding the
provisions of this section, a summary
annual report is not required to be fur-
nished with" respect to the following:.
(1) A totally unfunded welfare plan
described in 29 CFR 2520.104-
44(b)(1)(i); (2) a welfare plan which
meets the requirements of 29 CPR
2520.'104-20(b); (3) an apprenticeship
plan which meets the requirements of
29 CFR 2520.104-22; (4) a pension plan
for selected employees which meets
the requirements of 29 CFR 2520.104-
23; (5) a welfare plan for selected em-
ployees which meets the requirements

of 29 CFR 2520.104-24; (6) a day care
center referred to in 29 CFR 2520.104-
25; (7) a dues financed welfare plan
which meets the requirments of 29
CFR 2520.104-26: and (8) a dues fi-
nanced pension plan which meets the
requirements of 29 CFR 2520.104-27.

Signed at Washington. D.C.. this
16th day of August 1978.

IZu? D. LANOFF.
Administrator, Pension and Wel-

fare Benefit Programs. Labor.
Management Services Admin-
istration.

[FR Doe. 78-23674 Filed 8-21-78;9:48 am]

[4310-05]

DEPARTMENT OF THE INTERIOR

Office of Surface Mining Redamation and
Enforcement

[30 CFR PART 715]

SURFACE COAL MINING AND RECLAMATION
OPERATIONS

Appendix-Alluvial Valley Floors Technical
Guidelines

Notice of Public Hearing

AGENCY: Office of Surface Mining
Reclamation and Enforcement, U.S.
Department of the Interior.

ACTION: Proposed policy and inter-
pretation; notice of public hearing.

SUMMARY: The Surface Mining Con-
trol and Reclamation Act of 1977
(Public Law 95-87) establishes a com-
prehensive regulatory scheme for the
preservation and protection of alluvial
valley floors in the arid and semiarid
areas of the United States west of the
100th meridian west longitude from
the adverse effects of surface coal
mining operations. The Office of Sur-
face Mining Reclamation and Enforce-
•ment (OSM)- is today publishing pro-
posed guidance to assist both State
regulatory authorities and OSM In the
interpretation and application of sec-
tion 515(b)(10) and 510(b)(5) of the act
ahd 30 CFR 715.17(J) (42 FR 62687,
December 13, 1977) to pending permit
applications and mining and reclama-
tion plans for surface coal mining op-
erations which may be subject to
those sections of the act and regula-
tions. This guidance Is proposed in
order to promote uniformity of inter-
pretation and application of the act
and regulations relating to alluvial
valley floors among regulatory au-
thorities - who share responsibility
under the act, and to give fair notice
to operators of the information which
may be requested by regulatory au-
thorities when a surface coal mining
operation will or may affect the essen-
tial hydrologic functions, uses, or pro-
ductivity or alluvial valley floors.
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DATES: Comments or suggestions re-
garding the proposed policy and inter-
pretation should be submitted on or
before October 23, 1978. A public hear-
ing regarding the proposal will be con-
ducted on October 13, 1978, at 10 am.
In the Auditorium (Room 269), Old
Post Office Building. 1823 Stout
Street. Denver, Colo.
ADDRESSES: Comments should be
sent to the Regional Director, Office
of Surface Mining Reclamation and
Enforcement. Region V, 1823 Stout
Street, Denver, Colo. 80202.
FOR FURTHER INFORMATIOI4
CONTACT.

John Hardaway, Office of Surface
Mining Reclamation and Enforce-
ment, Region V. 1823 Stout Street,
Denver, Colo., 80202, 303-837-5511.
Additional copies may be obtained
from Mr. Hardaway.

SUPPLEMENTARY INFORMATION:
While the inherent complexity of allu-
vial valley floor systems-the interre-
lationships of geologic, hydrologic, pe-
dologic, and botanical characteristics-
as well as regional and site specific di-
versity, make It difficult to develop ab-
solute standards for identification and
study, this paper does provide defini-
tive interpretations of some of the
Issues that have arisen during imple-
mentation of the act. The proposed
guidance Is not a rule or a set of abso-
lute requirements. It is the result of
numerous requests for assistance in
detailing criteria for alluvial valley
floor Identification and requirements
for baseline study which would reveal
the nature of essential hydrologic
functions and their supporting charac-
teristics. This guidance, though not
regulatory in nature, represents
OSM's interpretation of scientific and
technical requirements which permit
alluvial valley floor identification and
study.

The primary author of this docu-
ment is Jack Schmidt, Consultant to
the Office of Surface Mining Reclama-
tion and Enforcement, 1012 Billings
Avenue, Helena, Mont., 59601, 404-
442-0448. The proposed document was
prepared under the guidance of a task
force including representatives from
the U.S. Geological Survey Water Re-
source, Geologic and Conservation Di-
visions; the Bureau of Land Manage-
ment; the EPA; the Office of Surface
Mining:. and. the Office of the Solici-
tor. The proposed document was de-
veloped with the cooperation and as-
sistance of representatives of the coal
mining regulatory authorities in Colo-
rado, Montana, New Mexico, North
Dakota, Utah. and Wyoming, but rep-
resents only the proposed policy and
Interpretation of the Office of Surface
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INTRODUCTION
Consideration by the Congress of the

effect of surface coal mining on alluvial
valley floors in western valleys was prompt-
ed by a statement in a report issued in 1974
by the National Acedemy of Sciences:

"In the planning of any proposed mining
and rehabilitation it is essential to stipulate
that alluvial valley floors and stream chan-
nels be preserved. The unconsolidated allu-
vial deposits are highly susceptible to ero-
sion as evidenced by the erosional history of
many western valleys which record several
periods of trenching in the past several
thousand years * * * Removal of alluvium
from the thalweg of the valley not only
lowers the water table but also destroys the
protective vegetation cover by draining soil
moisture. Rehabilitation of trenched valley
floors would be a long and expensive process
and in the interim these highly productive
granting areas would be removed from use."
(National Academy of Sciences, 1974, 44-45)

In considering alluvial valley floors, the
Congress recognized the special role of such
areas In maintaining agricultural activities
and it ultimately defined alluvial valley
floors and provided specifically for their
protection. The role of alluvial valley floors
in western agriculture was expressed as fol-
lows

"Of special Importance in the arid and
semiarid coal mining areas are -alluvial
valley floors which are the productive lands
that form the backbone of the agricultural
and cattle ranching economy in these areas.
For instance, in the Powder River Basin of
eastern Montana and Wyoming, agricultural
and ranching operations which form the
basis of the existing economic system of the
region, could not survive without hay pro-
duction from the naturally subirrigated and
flood irrigated meadows located on the allu-
vial valley floors." (House Rept. No. 95-218,
p. 116; 1977)

Alluvial valley floors are of special con-
cern under the United States Surface
Mining Control and Reclamation Act of
1977 (Pub. L. 95-87). Under this law and
adopted regulations (Department of the In-
terior, 1977), it is necessary to evaluate an
area for the presence of alluvial valley
floors, to study the alluvial valley floors
identified, and then to evaluate a proposed
mining and reclamation plan and its rela-
tion so the Identified alluvial valley floors.
(OSM Regulations, 30 CFR 715.17(j)).

This technical guidance paper includes
guidelines for preliminary Identification of
alluvial valley floors (part I), guidelines for
study of those areas preliminarily identified
as alluvial valley floors in order that a final
determination of alluvial valley floor status
may be made (part i), and guidelines for
detailed study of alluvial valley floors re-
sulting in identification of "essential hydro-
logic functions" (§ 510(b)(10)(F) and associ-
ated supporting characterisitics (part I).

The Identification, study, and evaluation
procedures (covered in this technical guid-
ance paper) and a possible subsequent pro-
cedure for application of Pub. L. 95-87 pro-
visions is indicated in figure 1. Figure 1

shows that at least at the time following de-
tailed study and Identification of essential
hydrologic functions, determinations must
be made by the regulatory authority of (1)
what constitutes preservation of the essen.
tial hydrologic functions, (2) what level of
change constitutes "material damage" (Pub.
L. 95-87, § 510(b)(5)(B)) to the water system
supplying an alluvial valley floor, and (3) In
what areas mining would "Interrupt, discon-
tinue, or preclude farming" on an alluvial
valley floor (Pub. L. 95-87, § 510(b)(5)(A)).

Relevant sections of the law Include:
(1) The statutory definition of alluvial

valley floors-."alluvial valley floors" means
the unconsolidated stream laid deposits
holding streams where water availability is
sufficient for subirrigation or flood Irriga-
tion agricultural activities but does not In-
clude upland areas which are generally
overlain by a thin veneer of colluvial depos-
its composed chiefly of debris from sheet
erosion, deposits by unconcentrated runoff
or flope wash, together with tallus, other
mass movement accumulation and wind.
blown deposits. (Pub. L. 95.87, § 701(1)).

(2) Statutory provisions which apply to all
alluvial valley floors which include--

General performance standards shall be
applicable to all surface coal mining and
reclamation operations and shall require
the operation as a minimum to * * 0 mini
mize the disturbances to the prevailing hy.
drologic balance at the mine-site and In as.
sociated offsite areas and to the quality and
quantity of water In surface and ground
water systems both during and after surface
coal mining operations and during reclama-
tion by * * * preserving throughout the
mining and reclamation process the essen-
tial hydrologic functions of alluvial valley
floors in the arid and semiarid areas of the
country. (Pub. L 95-87, § 515(b)(10)(F)); and
* No permit or revision application shall be

approved unless the application affirmative-
ly demonstrates and the regulatory authori-
ty finds in writing on the basis of the infor
mation set forth in the application or from
information otherwise available which will
be documented in the approval, and made
avallble to the applicant, that * * * the pro-
posed surface coal mining operation, if lo-
cated west of the one hundredth meridian
west longitude, would * * * not materially
damage the quantity or quality of water in
surface or underground water systems that
supply these valley floors in (A) of subsce.
tin (b)(5). (Pub. L 95-87, § 510(b)(5)(B)).

(3) Statutory provisions applying to some
alluvial valley floors-

No permit or revision application affirma.
tively demonstrates and the regulatory au.
thority finds in writing on the basis of the
information set forth in the application or
from information otherwise available to the
applicant that * * * the proposed surface
coal mining operation, if located west of the
one hundredth meridian west longitude,
would not interrupt, discontinue, or pre-
clude farming on alluvial valley floors that
are irrigated or naturally subirrigated, but
excluding undeveloped range lands which
are not significant to farming on said alu.
vial valley floors and those lands as to
which the regulatory authority finds that If
the farming that will be interrupted, discon.
tinued, or precluded Is of such small acreage
as to be of negligible Impact on the farm's
agricultural production. (Pub. L. 95-87.
§ 510(b)(5)(A)).
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" R Ef."

Diat-ram of a plssibla proc%.dure for "_dn-iiyin. and investi: tin- -
i''pur-ant characteristics zof alluvial v.llcy ilours ("AU'S.")

Raconnalisance evaluation of
area ior potential AVF

) PART 1 O-

areas not cAF ) 'MIS CUID'Lf;,1
A'-.a- =ay be AVF

Further study of probable AVF

Final dtcei:minatioh of status
of an area as an AVF

areas not AVF

Area is an AVF

Detailed study of AVF and surroundin- area result-
ing in identification of essential hydrologic
functions and important supporting charactori tics

Determination of what constitutes preservation of the
"essential hydrologic functions" of the AVF

Review and revision of mining plan to ensure pre-
servation of "essential hydrologic functions"

Determination of what constitutes "material damage"
to the AVF: determination of whether mining pjan
will result in "material damage" during or after
mining.

) PAVT. Ti C_

() TiIlS CUI1?fl.!:i
)

) PART Iii ¢F(
) THIS GjIDELLNL

If essential h-JroL::i.
functions cannot :
served, mining plan nez
approved

If material damage un-
avoidable from entire
mining plan, plan noc

approved

If "material damage" unavoidable from part of
mining plan, plan revised; regulatory authority
finds no "material damage" from mine plan

Determination of in what ateas mining would "interrupt,
discontinue or preclude farming," excludina undeveloped
rangeland not significant to farming and areas so small
as to be-of "negligible impact on the farm's agricultural
production; applicable areas deleted from mining plan

Plan approved in reference to AVF issue; criteria
established for monitoring effects of mining'the AVF
or mining near AVF during or after mining

Note: ' Determinations of "material damage" and whether mining would "interrunt.
discontinue, or preclude farming" may be appropriate prior to completio3n
of efforts, required to identify Ele important supporting characteristics
in certain site spccS.fic cases.
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Section 515(b)(1O)(P) applies to all areas
of the arid and semiarid West meeting the
criteria of the §701(1) definition. Section
510(b)(5) applies to those alluvial valley
floors west of the one hundredth meridian
west longitude which not only meet criteria
of water availability, but are or may be
"farmed." Specifically excluded from the
definition of farming are- "undeveloped
range lands which are not significant to
farming on said alluvial valley floors and
those lands * * * that If the farming that
will be interrupted, discontinued, or pre-
cluded Is of such small acreage as to be of
negligible Impact on the farm's agricultural
production." (Pub. L. 95-87, § 510(b)(5)(A)).

Althbugh the definition of alluvial valley
floors establishes that the existence of a
water supply sufficient for agricultural ac-
tivities is a necessary characteristic of an al-
luvial valley floor, the Congress did not give
a quantitative criteria by which the adequa-
cy of this supply for agricultural activities
should be evaluated. These guidelines, in
part, are designed to overcome the lack of
specificity in evaluating water availability.
The guidelines are also designed to provide
uniform criteria for identification of alluvial
valley floors in all geographic areas. This
guideline provides guidance which is not a
mandatory requirement, and is intended for
use by State regulatory authorities and op-
erators to achieve uniform application of al-
luvial valley floor provisions contained in
the statute (Pub. L. 95-87) and regulations.
This paper will be used by OSM as a guide-
line in its own evaluation of alluvial valley
floor questions. In every case, the applicant
for a permit to mine should consult with the
appropriate regulatory authority prior to
initiating a study of potential or designated
alluvial valley floors. -

Regional and site specific diversity does
not permit development of quantitative cri-
teria for every important characteristic of
alluvial valley floors. In many cases, it is
likely that determinations and evaluations
of alluvial valley fl6ors will involve site-spe-
cific judgments by experienced personnel.

These guidelines involve examination of
areas which in many cases will be beyond
the limits of the area proposed to be direct-
ly affected by mining and reclamation, i.e.,
"off site" areas. This analysis of off site
areas is necessary to meet the'requirements
of § 510(b)(5) of the act which states that
proposed surface coal mining operations
cannot adversely affect most alluvial valley
floors either directly (§ 510(b)(5)(A)) or indi-

rectly (§ 510(b)(5)(B)). Thus alluvial valley
floors within the area that may be affected
by the proposed operations should be inves-
tigated. Some of this land may not be owned
by the operator. The operator should en-
deavor to obtain access to these lands in
order to complete specified studies. If access
is not allowed by the landowner, the regula-
tory authority may try to assist the opera.
tor in obtaining access through discussions
with landowners. If access is rejected after a
good faith effort by the operator and regu-
latory authority, studies should be contin-
ued elsewhere within the designated study
area, and estimates made of baseline condi-
tions, and the effects on the restricted area
should be predicted through, the use and ex-
trapolation of data collected nearby.

Each of the following parts includes speci-
fications for data collection. Presentations
of data collected by proposed operators are
best when accompanied by interpretative
sections which synthesize collected data.
These reports should include discussions of
the interrelationships among hydrologic,
geologic, pedologic, vegetative, and land use
data. Dm

PART I-GUIDEIME FOR PRELILnARY
IDENIFCATION Or ALLUVIAL VALLY FL'ooas
Preliminary Identification of alluvial

valley floors is necessary
(1) In regional evaluations which Identify

potential coal mining areas and possible
mining constraints, such as the development
of regional coal leasing programs;

(2) In evaluation of specific potential coal
lease tracts by either lessees or lessors;

(3) In evaluation of a proposed mining
tract by a proposed operator or regulatory
authority; and

(4) In development of premining environ-
mental baseline studies.
. These guidelines of part I are intended to
permit preliminary Identification In each of
these cases. Identification can be made by
qualified professionals in the earth and bo-
tanical sciences. Land use data, interpreta-
tion of infrared aerial photography, and re-
connaissance field work are the basis of the
preliminary Identification procedure. Map-
ping of the proposed area of operation is
generally adequate if completed at a scale
no smaller than 1:6000 but larger scales
(such as 1:4800) may be necessary to show
sufficient detail of complex areas. Mapping
of areas beyond the proposed permit area
should provide sufficient detail and have

sufficient accuracy to permit identification
of important topographic features. Normal-
ly, maps at a scale of 1:25000 or larger (such
as a standard USGS 1:24000 topographic
quadrangle) will be necessary to be suffi-
ciently accurate or detailed.

These guidelines for preliminary Identifi.
cation are structured in a step-by-step fash.
ion (figure 2). Geomorphic features are first
identified (part I.A). These features typical.
ly exist in and describe any potential allu-
vial valley floor area and they focus atten.
tion on stream-channel areas and their
nearby environments. Following Identifica.
tion of geomorphic features, water availabil-
ity factors ard evaluated (part I.B). The
presence of any one of these factors is used
in determining which geomorphic valley
floors should be identified for further study
under provisions of Pub. L. 95-87.

An underlying philosophy of these guide.
lines Is that identification of alluvial valley
floors first requires identification of hydro-
logic systems. Alluvial valley floors are por-
tions of a drainage system which at some
downstream location become sufficiently
broad, contain suitable and sufficient soils,
and begin to contain enough water in
stream channels and unconsolidated valley
fill material to provide sufficient water sup.
plies for flood Irrigation or subirrigation ai-
ricultural activities. The combination of
these characteristics result in the special ag-
ricultural importance of alluvial valley
floors. These guidelines are designed to
Identify an integrated geologic-hydrologic-
biologic system which supplies water for ob.
served agricultural uses or where water Is
available for such uses.

These guidelines describe acceptable pro-
cedures to be used by an applicant to exam-
ine the drainage basin within which the pro.
posed operation will be located. Although
an applicant's focus of concern Is obviously
on the proposed mine site. an understanding
of the entire drainage basin in which the
mine and possible alluvial valley floors are
located Is necessary to Identify the extent to
which the geologic-hydrologic-biologic
system supports or may support agricultural
use of valley floors. As a general rule, part I
of these guidelines describes a reconnais-
sance examination of all lands within 2
miles of the proposed permit boundaries. A
2-mile area Is justified by the occurrence of
observable groundwater drawdown impacts
2 miles from an operating western strip coal
mine subject to Intensive studies (VanVoast,
W. R., and R. Hedges, 1975), This guideline
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recognizes that In specific cases the limits of
actual impacts may occur -closer or farther
away than 2 miles. More precise estimates
may be developed at any stage of these
guidelines but usually require detailed
aquifer testing and modeling which is not
included until part I.of this guidance. Site

conditions and the nature of cumulative ef-
fects of many mines in one area may also
affect the size of the area of concern, and in
each case, the study area should be re-
viewed with the responsible regulatory au-
thority prior to application of this guide-
line.

FIGURE 2

Diagram of Drocedure :or preliminary

identification of alluvial valley floors

,- PART T.A.

Do anv areas meet*. . .____ NO
geomornnic crieriz -

for AV7?

YS

PART 1.B.

Do any areas meet.':Q NQ
water availibility >
criteria for AVF?

These areas noc alluvial
valley floors

These areas not alluvial
valley floors

These areas are probable
alluvial valley floors

LA. GEOMlORPHIC CHARACTERISTICS

Guideline Procedure" Map all active flood
plains and terraces underlain by unconsoli-
dated material found in the lower parts of
topographic valleys, in which are found
identifible stream chdnnels .In. a plan
view, these terraces together with the active
flood plain- and channe, would normally
form one contiguous unit, ,separated only by
minor amounts of non-alluvial materials
such as bedrock outcrops or thin layers of
eolian sand or silt Identifiable stream chan-
nels are considered here as all drainage
courses shown on a USGS 1:24000 topo-
graphic quadrange, as well as any other pe-
rennial stream channels and other drain-
ageways at least three feet in bankfull width
and/or 0.5 feet in depth at bankfull stage.

This procedure should identify all stream
laid deposits associated with an identied
stream channel and exclude isolated higher
terraces which cannot be construed to be a
part of a "valley floor." Terrace deposits
along major upland drainage divides should
not be included in this identification proc-
ess. The total areal extent of each deposit
should be mapped, with the upslope contact
drawn where the essentially flatlying stream
laid deposits encouifter the sloping deposits
of the surrounding hillsides

Discussion: The Act describes the geomor-
phic and stratigraphe features of alluvial
valley fidors as being "unconsolidated
stream laid deposits holding streams 1 0 *
land not Including] upland areas which are
generally overlin by a thin veneer of collu-
vial deposits composed chiefly of debris
from sheet erosion, deposits by unconcen-
trated runoff or slope wash, together with
talus, other mass movement accumulation
and windblown deposits" (Pub. I, 9587. sc-
tion 701(1)). Alluvial valley floors thus are
considered In this guidance to be near-
stream environments whose general charac-
ter is due primarily to the action of a
stream and to the associated ground water
regime.

Physiographic components. The phyalo-
graphie components of an alluvial valley
floor are the channel, active flood plain
and, in most cases, terraces. A channel I- a
defined water-course which carries stream-
flow at some times of a year. The channel
bottom Is usually unvegetated, unles
streamflow Is Infrequent. Portions of some
western valleys do not have channels in
them, such as headwater areas, where
runoff has been insufficient to cut a chan.
nel, and in valleys cut by former glacial
outwash streams. Valleys without stream

channels are not considered In this paper to
be alluvial valley floors, since they are not,
"unconmolidated stream laid deposits hold-
ing streams" (emphasis added). The appli-
cant may consider channels to be those
drainage courses shown on a standard
USGS 1:24000 topographic quadrangle or
map of similar scale, as well as all other pe-
rennial stream channels and those ephemer-
al or intermittent drainageways at least
three feet In width (at bankfull stage) and/
or 0.5 foot In banirfull depth. unles equiva-
lent or more detailed specifications are ap-
proprlate for the area. Bankfull width of
braided streams is measured from the edge
of each bank within which flow occurs.

The channel size criteria Is based on
review of Apley (1976). a channel geometry
study of ephemeral streams of eastern Wyo-
ming. and review of other channel geometry
studies (Hedman and Kastner 1977;
Lowham. H. W., 1976). Channel szes of
three feet In banUull tIdth and 0.5 foot in
bankfull depth are smaller than any chan-
nels discussed in this guideline which might
have water yields sufficient for flood irriga-
tion.

An actire flood plain is "the lowland that
borders a river, usually dry but subject to
flooding when the stream overflows Its
banks. It is that flat area constructed by the
present river in the present climate" (Leo-
pold. 1974). This definition specifically
refers to the flatlying area inundated by
frequent floods and does not refer to areas
inundated by floods of long recurrence in-
terv ls, such as l00-year floods (teopold,
Wolman. Miller, 1964). For example. map-
ping by the USGS in Campbell County. Wy-
omn estimates that flood plains are inun-
dated at least once every 2-3 years (Fuller-
ton and Klrkham. 1977). Flood plains are
found along most channel:, except in
upland headwater areas.

A terrace Is "a former flood plain no
longer being actively -constructed by the
river in the present climate" (Leopold.
1974). Terrace may be found at many
heights above the present channel, includ-
ing hundreds of feet above large streams
with a history of active erosion. Although at
one time a terrace may have extended
throughout the length of a stream, subse-
quent erosion may have eliminated much of
a terrace level. This is typically the case
where stream gradients steepen and where
valleys narrow.

Since part I Is intended to permit Identifi-
cation of areas clearly not alluvial valley
floors and those areas which may be alluvial
valley floors, It is prudent to examine all
areas where detailed study might Identify
an alluvial valley floor. Since agricultural
activities supplied by ditch system flood irri-
gation and subirrigation may occur on ter-
races higher than the lowest terrace, it is
therefore necessary to investi-ate all ter-
races having potential for Irrigation or sn-
birrigation as potential alluvial valley floors
during this part of the preliminary Identiff-
cation. Also, since rooting depth of a crop
uch as alfalfa has been known to reach ex-

treme depths in (Zcce of 50 feet (Robinson.
1958). It is prudent to include higher ter-
races where crops like alfalfa may be subir-
rigated by the allvial ground water system.

The complex structure of terraces
and valley fill Is Illustrated in idealized
diagrams In figure 3. All terraces
shovm in these examples would meet
the geomorphic characteristics criteria
of this part.
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(Leopold, L.B. and Miller, J.P., 1954 in
Schunun, S.A., 1977, fig. 6-22)

Where terraces are not adjacent to other
terraces, are 'separated by substantial bed-
rock outcrops, colluvial deposits, or residual
material, and cannot be construed to lie in a
valley floor, these areas generally are not to
be included as alluvial valley floors, even if
they are subirrigated or have the ability to
be flood irrigated,

Relationship of surface landform (terrace)
to underlying material (valley fill). T6 the
geologist, the term terrace refers only to a
surface landform. Terraces may be under-
lain by unconsolidated material or bedrock.
Alluvial valley floors are areas where ter-
races are underlain by unconsolidated mate-
rial. Collectively, this unconsolidated mate-
rial is called a valley fill, and is mostly com-
posed of unconsolidated or partly consoli-
dated stream laid material, while along the
margins of these areas deposits from sur-
rounding hillslopes may be found. The dis-
tinction between alluvium (material deposit-
ed by streams either in the channel or on
the floor plain) and colluvium (material de-
posited by hillslope processes such as slides,
falls, soil creep, or sheetwash) is difficult to
make in many western valleys. This guid-
ance does not necessitate that a distinction
between colluvium and alluvium in valley
fills be made. Many detailed geomorphic
studies conducted throughout the arid west
have noted the gradational inter-fingering
of alluvium and colluvium (Leopold,
Emmett, Myrick, 1966). Most of the alluvial
fills of the arid west are composed predomi-
nately of silt, often fine sandy silt, some-
times silty fine sand, and their alluvial
origin Is best determined by observing the
surface landform which the material under-
lies (Leopold, Emmett, Myrick, 1966). Other
characteristics of these deposits such as
presence of gravel lenses and roundness and
shape of these gravels, may be useful in
Identifying alluvial deposits but are more
difficult to apply. Since terrace landforms
are themselves indicative of a stream proc-
ess origin, their occurrence is considered dl-

A. No terrace

8. One terrace

C. Two terroces

T ZTwo alluvial fills

agnostic of the geomorphic characteristics
of an alluvial valley floor. The presence of
materials typically associated with colluvial
processes on a terrace created by alluvial
processes shall not Justify excluding the ter-
race and underlying fill from being part of
an alluvial floor.

In some upstream areas, stream channels
are found in flatlying oPterraces. In these
areas, the distinction between stream laid
deposits and colluvum and sheetwash de-
posits may be even more difficult in terrace
areas. In upstream areas, each type of de-
posit has a very gently sloping surface (0-4
percent) and may be found in the bottoms
of swales and hills These type valley fills
should be included within the alluvial'valley
floor area if the areas adjacent to the
stream course are essentially flat lying, and
there is a discernible break-in-slope where
flatlying areas contact hillslope deposits. If,
however, valley fill deposits grade continu-
ously upslope to surrounding hills, the
stream side area alluvial valley floor.

Alluvial fans. An alluvial fan is "a low,
outspread, relatively flat to gently sloping
mass of loose rock material, shaped like an
open fan or a segment of a cone, deposited
by a stream at the place where it issues
from a narrow mountain valley upon a plain
or broad valley, or where a tributary stream
is near or at its junction with the main
stream, or wherever a constriction in a
valley abruptly ceases or the gradient of the
stream suddenly decreases" (Gary, et al,
1972). Review of various Congressional re-
ports, as well as previous mapping effoi-ts,
indicates that the entire depositional sur-
face of alluvial fans should not necessarily
be designated as an alluvial valley floor
(House Report 95-218; Congressional
Record, May 20, 1977, pp. S8083-8096). Al-
though alluvial fans clearly include uncon-
solidated debris deposited by streams, the
deposits usually do not form valley land-
forms. Portions of a fan surface may be of
various ages and usually do not relate to the
existing stream which cuts through the fan.
For purposes of alluvial valley floor deter-
mination, flood plains and terraces associat-
ed with an existing stream course should be

_7.-. -.=_=.2: -z.,:z
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identified as an alluvial valley floor, and
these usually do not Include the entire fan
surface. Similarly, where streams cut across
fans in a transverse direction, those areas
with terrace landforms related to the exist-
ing stream are alluvial valley floors, but the
former fan surfaces are not.

Upland areas. Statutory language sptelfl-
cally excludes "upland areas" from consid
eration as alluvial valley floors (§701(1)).
Upland areas, although not specifically de.
fined, are characterized as being "generally
overlain by a thin veneer of colluvial depos.
its composed chiefly of debris from sheet
erosion, deposits by unconcentrated runoff
or slope wash, together with tales, other
mass movement accumulation and wind.
blowm deposits."

Discussion In the Senate (Congressional
Record, May 20, 1977) indicates that the
upland area exclusion was intended to apply
in situations where "alluvial plains" occupy
the entire area between "a mountain range
and a flood plain of a stream" (Congresslon-
al Record, May 20, 1977, p. S5085). These
areas were to be excluded from considera-
tion as alluvial valley floors. Specifically,
they may include upper portions of alluvial
fans, pediment surfaces, landslide depoilts,
and other unconsolidated debris deposited
by such processes as mudflows and debris
flows. Areas underlain by bedrock and cov-
ered by residual weathered material and
debris deposited by sheetwash and riliwash
are also upland areas. The existence of
small, isolated patches of colluvlum or bed.
frock in a valley floor generally character-
Ized by streamlaid deposits was not Intended
to be the basis of excluding those areas
from alluvial valley floor consideration,

I.sL WATER AVAIlABL CHARAOT IS2STIC3

The water availability criteria of alluvial
valley floors outlined in Pub. L 05-87 arc
that those areas should have "water * * 0
sufficient for subirrigatlon or flood Irrlga-
tion agricultural activities." The following
steps outline a procedure for establishing
water availability based on the evidence of
agriculutral land use, vegetative growth,
and on water yield estimates and data,
During the period of detailed study outlined
In part II, areas Identified in part I would be
examined in greater detail in order to pro.
vide a basis for a final determination as to
the presence of an alluvial valley floor.

The following steps would be applied to
all areas which meet the geomorphlo crite.
ria of part LA. Areas which do not meet the
part I.A. criteria are excluded from further
alluvial valley floor consideration, regard.
less of other characteristics of the area.
Areas which meet the part I,, criteria but
do not meet the part I.B. criteria are shnl.
larly excluded from further alluvial valley
floor consideration. However, for an area to
meet part I.B. criteria, it need only meet the
criteria of one subpart. Thus, an area meets
part I criteria if it falls under part LA. and
either subpart I.B.1, .B.2, IB.3, or B,4.

Guideline procedure:
I.M.. Flood irrigation or special manage.

ment activities. Map the perimeter of all
areas identified in part LA. which are flood
irrigated, where old flood Irrigation strue-
tures, no longer in use, once supplied water
to the valley floor, and all areas that were
historically flood irrigated. Also map all
valley floor areas where agricultural activi-
ties involve special management of the
valley floor area, including all cropped or
harvested lands
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Discussion: Alluvial valley floors include
those valley floors where "water availability
is sufficient for * * * flood irrigation agricul-
tural activities" (Pub. I. 95-87, section
701(1)). Flood irrigation Is "irrigation
through natural overflow or temporary di-
version of high flows in which the entire
surface of the soil is covered by a sheet of
water" (Office of Surface Mining regs., 30
CFR 710.5). Characteristically, these sys-
tems involve diversion ditches, water spread-
ing systems such as contour dikes, contour
ditches, or graded borders, and may include
pipe drains. On small streams, particularly
in the northern Great Plains, channels are
dammed and floodflows thereby diverted to
a water spreading system. Flood irrigation
may also include diversion from small reser-
voirs constructed to retain floodflows of
ephemeral or intermittent streams. Pump-
ing from streams, reservoirs, or ground
water should not be considered to meet this
criteria, except in the special case where
pumping simulates direct diversion and
water is pumped immediately into an irriga-
tion canal. Irrigation water must be sup-
plied by water diverted from the stream
channel associated with the irrigable land in
question, and not from another stream in
another drainage basin.

Areas where agricultural activites involve
special management of the valley floor area
-include valley floor pastureland specifically
fenced to manage grazing of those areas,
valley floor areas with water supply systems
specifically designed to encourage use of
valley floor vegetation, and areas cultivated
or harvested for alfalfa, native or intro-
duced grasses, or other crops which prob-
ably use water from the valley floor hydro-
logic system. -

Guideline procedure:
LB.2. Extrapolation of irrigable land.

using surficial geologic characteristics. Ex-
tending downstream to the confluence with
the next largest stream and upstream one-
half mile from each area identi ied in sub-
part LB.1, map any area identified in part
1_,. which is a similar height above the
channel as those areas identified in subpart
LB.1

JDiscussion: The definitlon of alluvial
valley floors in section 701(1) of Pub. I 95-
87 concerns areas where water availability is
sufficient for floor irrigation or subirriga-
tion agricultural activities,, and does not
refer only to those areas where agricultural
activities currently occur, or have in -the
past occurred. Current or past land use. in
conjunction with surficial geologic charac-
teristics, is one basis by which to establish
what other areas have water availability
sufficient for agricultural activities. Since
surface water flows usually increase in the
downstream direction, identification of ter-
races of similar heights above the channel
as those already irrigated or otherwise used
is a reasonable process to identify additional
irrigable lands. S'ince floodflows generally
are simila through small reaches of
streams, it is also reasonable to extend the
identification process one-half mile up-
stream from the areas of agricultural activi-
ty.

Guideline procedure:
LB.3. Flood irrigation capability.-Map all

areas that have the capability of being Jlood
irrigated.

Areas that have the capability of being
flood irrigated are those areas where:

(1) A diversion ditch canbe constructed at
some point along a channel which will lead

water from the same drainage basin onto
the areas in question, by gravity flow
through structures such as ditches, canals.
or pipes; and

(2) There are 2 acre-feet of water available
per acre of land which can feasibly be flood-
or ditch-irrigated sometime during the
period May 1 to September 15 for more
than one-third of most years. The 2 acre-
feet quantity may be adjusted to reflect re-
gional differences In evapotranspiration
rates and specific crop needs of the area In
question. Feasibility shall not be construed
to include the legal right to use the water.

Discussion: The assessment of water aval-
ability is tied both to the quantity of water
available and the point of Its diversion. Ob-
viously, the further upstream water Is di-
verted, the higher are terraces which can be
irrigated. However, less water Is generally
available from upstream sites. In perform-
ing this analysis, it should be reasonably ex-
pected that water from a ditch would be di-
verted to the first available sites for flood Ir-
rigation. Thus, hypothetical diversion sys-
tems must be shown to supply water not
only to the area In question. but to other
upstream areas Irrigable from the same
ditch.

Estimates of water availability should be
based on gaging station data; if available.
and regional studies based on streamflow
analyses, drainage basin, or channel geome-
try characteristics. Estimates should be
made of annual and monthly streamf low for
purposes of this analysis.

The question of legal right to use water
should not be considered n this analysis
since the intent Is to Identify those areas
where flood irrigationwater Is hydrological-
ly feasible. Water rights may be transferred
over time and water that Is presently un-
available for Irrigation of specific plots of
land may become available In the future.

This analysis Is intended to hypothetically
evaluate all water available In a stream at
Its point of diversion. It may be appropriate
that a given amount of water remain in the
stream for other uses. These other uses
should especially be considered on major
streams where fish and wildife resources
would be lost if excessive diversions oc-
curred.

Guideline procedure
LB.4. Vegetation characteristics which

may indicate subirrigation orflood inunda-
tion- Based on a reconnaissance vegetation

- survey and use of aerial photography, map
all other areas where agriculturally useful
vegetation is dependent on moisture sup-
plied by ground water or frequent flood-
flows.

Discussion: This step attempts to Identify
all other areas where agriculturally useful
valley floor vegetation is dependent on su-
birrigation or flood Inundation. An experi-
enced botanist or range scientist should use
the best available aerial photography and
reconnaissance fieldwork to Identify those
valley floor areas which differ significantly
from the surrounding uplands. Criteria to
be used in differentiating range communi-
ties should include:

(a) Significant differences In the species
or species groups that are ecological domin-
ants In the plant community.

(b) Significant differences In the propor-
tion of species or species groups that are the
ecological dominants of the plant communl-
ty;

(c) Significant differences n the total po-
tential (ungrazed) annual production of the
plant community.

In addition. indicator species which may
reflect subirrigation or excess moisture
from frequent flooding should exist in the
v-alley floor vegetation community. Valley
floor areas, however, that have been heavily
grazed may not have Identifiable indicator
species, and in these cases. SCS range site
criteria should be used along with observa-
tions of vegetation in simllar physiographic
areas In better range condition. In order to
warrant further stu&v under part IL there
should be an agricultural use (grazing or
cropping) for the species and communities
Identified in this step. For example, bog and
marsh areas In the glaciated portion of the
northern Great Plains, which serve no
useful agricultural function, would not be
Identified as possible alluvial valley floors
since their dominant vegetation is sedges
and reeds, which are not useful for grazing
or cropping. In each State of the arid and
semiarid West, reference should be made to
the SCS lists of potential vegetation com-
munity for flood inundated and subirrigated
range sites in the process of Identifying indi-
cator species of flood inundation and Subir-
rigatlon.

Where adequate aerial photography is un-
available to permit mapping, color infrared
photos should be taken toward the end of
the growing season, especially at the time
when upland growth has gone dormant, but
not after the first killing frost on the valley
floor. Photos should permit accurate map-
ping at a scale of 1:25,000 or larger.

PART I-GummErzs FoR FuRT-ER STUDY
AND FINAL DErmLiATION 0? THE PnTH-
Enc OF AN ALLuvIAL VALLEY FLOOR

Following preliminary Identification of al-
luvlal valley floors (part I). further study by
an applicant Is necessary in order to facili-
tate final decisions concerning the presence
of alluvial valley floors. This part of the gui-
lelines outlines a procedure for further
study of potential alluvial valley floor areas
and suggests some criteria that may be
useful to indicate the presence or absence of
alluvial valley floors.

Areas to be studied for final determina-
tion are those areas Identified as probable
alluvial valley floors under the guidelines
for preliminary Identification (part I). Areas
containing alluvial valley floors should be
mapped upstream at least to the point
where the totil width of the valley floor (in-
eluding the areas on either side of the chan-
nel) Is less than 30 feet in width. isolated
areas upstream of this point should general-
ly be larger than 10 acres in order to be
Identified as alluvial valley floors. These
size limitations are considered the lower
limit of useful agricultural advantage of al-
luvial %-alley floors and reflect the interpre-
tation that alluvial valley floors are not dis-
continuous and small patches of Irrigated or
subIrrigated lands. However, additional
studies and possible designation of smaller
tracts of land Is possible if the smaller tracts
may be agriculturally mportant. As a gener-
al rule. part 11 guidelines would best be ap-
plied to any probable alluvial valley floors
within 2 miles of the boundaries of a pro-
posed area of operations, unless obvious hy-
drologic or geologic features dictate other-
wise.

Under the procedures of this guideline, al-
luvi valley floors should contain the geo-
morphic features of part HA. and some
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part of the water availability features of
part II.B. All water availability characteris-
tics would be examined at some stage of the
investigation, For example, if an area meets
part II.B.1. criteria, the alluvial valley floor
area should also be examined for the pres-
ence of the other water availability charac-
teristics described in parts II.B.2. and ILB.3.
It may be possible to defer these other in-
vestigations until part III of the guidance.

IIA. GEOMORPHIC CRITERIA

Guideline procedure: The area should be
within the topographic confines of a valley
and be underlain by unconsolidated depos-
its whose surface landform is characteristic
of fluvial deposition (ie., channels, flood
plains, and terraces). Terraces overlain by
colluvial material, as identified by litholo-
gic logs, pits, or wells, should be included as
alluvial valley floors if they meet any water
availability criteria of part II.B.

Discussion: This information would have
already been collected of part l.A. of the
guidelines were followed. At this later stage,
lithologic logs, developed from coring or
geophysical logging should be compiled, if
available to the applicant. Lithologic logs of
all observation wells and backhoe pits de-
scribed in section II.B.2 should also be com-
piled.

11X. WATER AVAILABILrTY CRrTERIA

Guideline procedure
II.B.1 Flood irrigation. The area is pres-

ently or has during 5 of the preceding 20
years been flood irrigated for production of
harvestable crops or grazing forage

Discussion: The existence of present or
past flood irrigation is direct evidence that
the area is an alluvial valley floor, unless
flood irrigation was attempted and later dis-
continued because of unacceptable water
quantity, quality, and/or soil conditions. If
the latter case exists, It must be document-
ed. Data for identification of. these areas
may be obtained from:

(a) Land use mapping based on present air
photos, and conversations with landowners
(work will have been completed during the
preliminary identification phase, part LB.1).

(b) Conversations with resource managers
and field personnel familiar with past man-
agement problems.

Guideline procedure
II.B.2 Subirrigation. The area is naturally

subirrigated and constitutes an agricultur-
ally useful natural vegetation community
different from those of surrounding uplands;
or the area is naturally subirrigated and is
cropped, otherwise mechanically harvested,
or subject to special management as de-
scribed in part LB..

Discussion: On the basis of water level and
soil moisture measurements, one or more of
the following characteristics of subirriga-
tion should be observable in a subirrigated
area:

(1) Diurnal fluctuation of the water table,
due to the difference in night and daytime
evaporanspiration rates;

(2) Increasing soil moisture from a portion
of the rooting zone down to the water table,
due to capillary action;

(3) Mottling of the soils in the root zones;
(4) Observation of an important part of

the root zone within the capillary fringe or
water table of an alluvial aquifer;,

(5) Stream flow and ground water moni-
toring indicating an increase in flow imme-
diately after the first killing frost on the
valley floor.

Water level measurements should docu-
ment levels during the growing season.

Guideline Procedure: Subirrigation means
irrigation of plants where water is delivered
to the root systems from below, through se-
misaturated or saturated zones of unconsoli-
dated deposits. The vegetation is thus able
to continue growth despite extended periods
of low precipitation. Subirrigation should be
related to the ground water system of the
valley floor in question and not be artificial-
ly maintained by reservoirs or irrigation
ditches.

Subirrigation could be substantiated by
demonstrating any of the characteristics
listed above. Robinson (1958) has demon-
strated how diurnal fluctuations of water
table level result from different evapotran-
spiration rates of phreatophytic plants
using alluvial ground waters. Water level
measurements from observation wells and
continuous monitoring would substantiate
such fluctuations. An increase in soil mois-
ture with increasing depth down to a satu-
rated zone is direct evidence that capillary
action is capable of carrying water upward
from a water table. Soil moisture measure-
ments, such as with a neutron probe access
tube, taken in conjunction with regular
measurement of water table levels would in-
dicate these gradients. Mottling of soils In
the root zone is indicative of ground water
fluctuations if water levels have existed in
the root zone. Direct observation of rooting
depths in backhoe pits and their relation to
the water table and/or capillary fringe
could document subirrigation at the time of
observation. Increases in stream flow and
ground water levels after a killing frost may
indicate that water had been used by the
vegetation prior to the frost and thus be an
indicator of subirrigation. If investigation
showed no subsurface water present, the
area would be assumed to have no subirri-
gated areas and the detailed studies would
likely not be necessary.

In order to document the exitence of su-
birrigation, the measurements of water
levels, soil moisture conditions, stream flow
and rooting depths should be completed for
those areas whose vegetation or land use
has indicated possible subirrigation. Identi-
fication of these areas was addressed in
parts I.B.1 or IB.4 of this paper.

Depending on site specific conditions and
requirements, the applicant should estab-
lish observation wells along transects cross-
ing the potential alluvial valley floor area in
order to monitor the height of the water
table of the alluvial aquifer and fluctuations
during various time periods. Generally at
least three well sites should be established
along each transect. Wells should be com-
pleted to the base of the alluvial aquifer,
and the casing should be slotted to insure
reception of water from the entire saturated
thickness. If more-than one aquifer is found
in the valley fill, it would be appropriate to
complete separate wells to separate
aquifers, since each well should receive
water from only one aquifer. Transect loca-
tions should be located so as to describe the
longitudinal stream and valley profile, as
well as in representative portions of the
valley. Detailed lithologic logs should be ob-
tained from well cores or backhoe pits.

Water level in those wells identified by
the regulatory authority should be continu-
ously recorded. Water levels in all other
wells should be measured monthly and all
measurements should be to an accuracy ±
0.01 foot. The accuracy is necessary to es-

tablish subirrigation relationships. Water
level measurements should be taken
throughout the growing season in order to
establish the relationship between vegeta.
tive growth and groundwater availability.

Measurements of soil moisture within the
rooting zone of different soils in different
topographic locations and vegetative com-
munities should be made in order to assv.
water changes with depth. Measurements
should be made near observation wells in
order to correlate soil moisture with ground
water levels. Stream flow measurements
should be taken at a point so as to record
flow increases after vegetation on the valley
floor has ceased growing.

Guidance Procedure:
IIB. 3. Flood irrigation capability.
The area is capable of being flood itrigal.

ed.
Discussion: The area is capable of being

flood irrigated if:
(1) A diversion ditch can be constructed at

some point along a channel which will lead
water from the same drainage basin onto
areas identified in I.A., by gravity flow
through structures such as ditches, canals.
or pipes; and

(2) There are two acre-feet (unleLss other-
wise required) of water available per acre of
land to be Irrigated sometime during the
period May 1 to September 15 for more than
one-third of all years; and

(3) The quality of surface waters, and the
characteristics of the soil to be Irrigated are
such that the water delivered to the soil % IlI
not degrade the quality of the soil such that
long-term irrigated or dryland agricultural
use would be threatened.

Discussion: The evaluation of water quan-
Lity will have been completed under part
IB. 3, guidelines for preliminary identifiea-
tion of alluvial valley floors.

Analysis of stream flow quality and soil
characteristics is necessary to place limits
on the irrigability of the lands In question.
For example, SAR (sodium absorption ratio)
values or salinity for either soils or water
might prohibit successful irrigation. Also,
evaluation should be made of any historical
land use data concerning poor irrigation
success. This paper assumes, based on dis-
cussions with State regulatory authorities.
that if significant soil degradation would
take palce after twenty years of hypotheti-
cal irrigation, then flood irrigation would
not be considered possible.

Stream flow at at least one site in the area
of the potential alluvial valley floor, and
stream flow at other locations as appropri-
ate to identify changes should be analyzed
for water quality characteristics. Sampling
should be conducted in accordance with ac,
cepted standards and for one full year. Sam
pling of stream flow should be conducted
for one full year. In the ease of ephemeral
streams, however, where flow is of short du-
ration, samples collected from snowmelt
runoff and during runoff resulting from
major rainstorm events may be considered
sufficient for characteritation of each
stream's water quality. Analyses of samples
should be conducted consistent with the
guidelines for water quality analyses used in
the state where the mine is proposed. Anal-
yses should focus on constituents which
might affect irrigability.

A soil survey of adequate detail is needed
to establish the effect of irrigation on soils
and to assess capabilities of the soils as
plant growth mediums. The soil survey
should be conducted in accordance with

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978

38042



PROPOSED RULES

standards of the National Cooperative Soil
Survey (U.S.D.A. Handbooks 436 and 18).
The survey should cover the alluvial valley
for under consideration. The soils should be
described and mapped to the phases of
series or series variants. Common soil series
names or numbers should be correlated to
the described soils. Soil mapping units may
consist of more than one component where

- delineation to individual phases of series or
series variants is impractical or unnecessary
to meet the objectives of the survey. Phases
of series or series variants that are greater
than 2.0 acres should be delineated when
such distinction is necessary. When soil
mapping units consist 'of more than one
component, the relative percentage of each
component should be adjusted to represent
the affected lands. The soil inventory map
submitted in the application should be on a
single contour map or aerial photograph
(scale 1:6,000 or larger).

Map unit descriptions which are consist-
ent with the National Cooperative Soil
Survey should be included in the applica-
tion..For each series phase or series variant
of a soil unit occurring on affected lands, a
profile typical of the soil- within the permit
area should be described. The location of
the described profile should be marked in
the field and shown on the soil inventory
map. Percent of coarse fragments by
volume, amount and depth of roots, relative
amount of carbonates, and evidence of a
water table, should be noted in the descrip-
tion of each series phase or series variant.
The range in characteilstics of a soil over
the affected area should be described if sig-
nificantly different from the described typi-
cal profile.

Soils should be described for their dryland
and irrigated capability. Detailed chemical
and physical analyses or soils, based on thd
guidelines for the state in which mining is
proposed, should be conducted for all soil
types. Water holding properties of soils
should be documented through bulk densi-
ty, texture, and percent organic matter tests
conducted on selected representative soil
horizons within the root zones.

PART M-..-GUELNE FOR DETAILED STUDY OF
DESIGNATED ALLUVIAL VALLEY FLOORS TO
D=Rm= ImPORTANT CHARACTERISrCS

Following final determination of alluvial
valley floor status, detailed study is neces-
sary to identify those important characteris-
tics which support the essential hydrologic
functions of a particular alluvial valley floor
with a sufficient degree of certainty. Part
III identifies more detailed studies that may
be necessary to develop a reclamation plan
that adequately addresses the performance
standards of section 510(b)(10(G) of the Act.
Detailed investigations might focus on leaky
aquifer conditions, prezometric surfaces,
perched water tables and zones of high
moisture content, discharge and recharge of
alluvial and bedrock aquifers, natural
changes in surface flows, and vegetation
surveys. Detailed study Is generally neces-
sary for alluvial valley floors lying within
the proposed permit area and for alluvial
valley floors which receive water from the
mined and reclaimed areas.

The area for detailed study should be de-
termined as part of a multiphase program
designed to project any surface and subsur-

face effects of mining. Sufficient aquifer
pump tests to permit estimation of draw-
down effects in all affected aquifers should
be performed to establish the area of poten-
tial Influence on ground waters, and the
area for further ground water study. It is
recommended that two or more pump tests
be performed in each hydrologially distinct
area to be, mined and In any adjacent allu-
vial valley floor.

The Initial hydrologic and geomorphic
study described in part II will generally
Identify the area of surface water influence.
These Investigations, may. In specific cases.
be insufficient to determine the effects of
proposed mining on alluvial valley floors in
proximity to the proposed area of oper-
ations and more study of flow and quality.
often of longer duration, may be necessary,
in order for the regulatory authority to
make a scientifically reliable decision.

As a general rule, the following criteria
will be considered to determine the bound.
aries of the area of detailed study:.

Case A. Where part of an alluvial valley
floor Is within the proposed area of oper-
ations, the study area may consist of:

(1) That part of the alluvial valley floor
within the proposed area of operations:.

(2) Any lands within an area two miles in
radius about the boundaries of the area de-
scribed In (A)(); and

(3) Any other lands within the proposed
area of operations.

Case B. Where part of an alluvial valley
floor is within two miles of the boundary of
the proposed area of operations, the study
area may consist of:

(1) That part'of the alluvial valley floor
within two miles of the boundary of the
proposed area of operations;

(2) Any lands within an area two miles in
radius about the boundaries of the area de-
scribed In (BX ) and

(3) Any other lands within the proposed
area of operations designated by the regula-
tory authority.

These Guidelines should be altered to the
degree Justified by analysis of the hydrolo-
gic. hydrogeologic, topographic and land use
data collected during all parts of the study.
Discusslons should be held with the regula-
tory authority prior to Initiating and prior
to completing these studies.

Study requirements differ In scope de-
pending on whether an area Is designated
an alluvial valley floor because of flood Irri-
gation characteristics (subparts ILB.1. and
IL.B.3), subirrigation characteristics (sub-
part II.B.2. or both. Table I outlines study
requirements as a function of the character-
istles which lead to an alluvial valley floor
designation. In making submittals of these
data. accompanying interpretative tests are
of great assistance.

TABL 1-.Detailcd study guideline outline

Study after Study after Study after
final final final

Study prior to determination determination determination
final baed on flood based on based on

determnatlon irrigation subIrrigation subirrigatfon
(parts I.) characteristlcacharacteristcs andlocal

(no (no flood irrigation
subirrizatlon) ' Irrigation) characteristics

IliA. Surface lHydrologie Data Spciffcationr
IILAl Streamfilow records_ X
IILA.2 Streamfow analyses X X
IILA.3 Estimates of runoff. tributary flow.

and sediment yield from proposed area of
operations - X

IILAA Surface water quality anases-, X X
IILB. Gcohydrologfc Data Speciflcationx

IILB.I Obsernaton well establishment
(bedrock) and water level measurements-

IILB.2 Groundwater contour maps
IILB.3 Aquifer testing_
IILB.4 Well and spring inventory__
111.5 Groundwater quality ana ye-
IILB.G. Observation well establislunent (aW-

luvium). water level measurement . X
IILC. Gcooc Data Sgecficator-

IILC.1 Geologic. geologic structure. surfl-
clal geological maps X X

IILC.2 Geologic cross-sections X
IILC.3 Overburden analyses
IILC.4 Field geomorphic surveys and geo-

morphle study X
SIILC.5 Llthologlc logs of any previous drill.

Ing activity In alluvial valley floor-,. X
I1D. Soils Data Specflcaotionr

A Soil Survey (scale 1:6000) X X
B Chemical and physical analyses .X X
C Soil moisture -, X

IILE. Vegtation Data Spec ilcotons:
lILA Vegetation inventory X X

IILF. Lad Use Data Specifctionw X
IILF.I Crop yields___________ X
IILP.2 Current uses of land mnp ..- : X

IILA. SURFACE HYDROLOGIC DATA
SPECIFICATIONS

IILA.I. Stream flow gaging and records.
At least one continuous discharge measure-

X
X

X
X

K X
K X
X X
X X
X X

K K

N K
K K
K K

K

K
K

K
K
X
K

ment site should be established in the chan-
nel of each affected alluvial valley floor.
Other gaging station sites may be required
to ascertain recharge areas, discharge areas,
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runoff and changes in water quality. Where
flumes are used for gaging purposes, crest
stage gages should be located upstream of
the flumes so that major flows, which might
wash out the flume, can be estimated. In
northern areas where low temperatures
would necessitate heat sources during
winter for proper function of gaging sta-
tions, it may be permissible to allow stations
on intermittent or ephemeral streams to be
non-operational for the coldest period of
the winter months. In some cases, data from
adjacent stream reaches where stations al-
,ready exist may be substituted for this data.
Stream flow records for a one-year period.
as well as rating curves used to relate stage
to discharge, should be prepared.

III.A.2. Stream flow analyses. Where
nearby gaging station records are sufficient-
ly long and are applicable to the initially
designated alluvial valley floor, flood fre-
quency and low flow analyses should be un-
dertaken. Where records are not available
or adequate, flood fldw estimates should be
made for the reach of alluvial valley floor in
question.Using this data, the area inundat-
ed by selected recurrence floods (up to 100-
year) should be identified. Estimates of
average annual and average monthly stream
flow will have been completed under part
I.B.3 in the evaluation of water availability
for flood irrigation.

III.A.3. Estimates of runoff and tributary
flow contribution. Estimates should be
made of the runoff contribution and sedi-
ment yield from the proposed area of oper-
ations to the alluvial valley floor. Estimates
should be made for runoff and sediment
yield from hillsides and flow and sediment
transport in tributary channels to the allu-
vial valley floor. In the case of estimates of
overland flow and sediment yield, a soil
survey and soil characteristics such as infil-
tration rate; vegetation characteristics, such
as plant cover; and topographic characteris-
tics, such as slope steepness, should be eval-
uated in relationship to expected precipita-
tion events of various recurrence intervals.
Wherever possible, actual erosion rates and
sediment delivery ratios should be meas-
ured. The use of rainfall simulators and ring
infiltrometers may be helpful in this effort.
In the case of estimates of flow from tribu-
tary channels, channel and drainage basis
characteristics and regional flow estimation
techniques based on similar basin and cli-
mate characteristics should be used to esti-
mate average annual and peak flow contri-
butions to the alluvial valley floor.

Determination of runoff characteristics
may require establishment of gaging sta-
tions, or crest stage gages on any major tri-
butaries in order to describe the surface hy-
drology. Estimates of sediment transport in
tributary channels may be accomplished by
suspended and bedload sediment sampling,
and establishment of scour chains and chan-
nel surveys.

I1I.A.4. Other data specifications. Surface
water quality data collected during parts I
and II of this paper may have to be in-
creased during the more detailed study
(part III) to include water quality sampling
for a longer period and to include other
sampling sites If extreme variability on
longer term trends are suspected.

IIIB. GEOHYDROLOGIc DATA SPECIFICATIONS

III.B.1. Observation well establishment
(bedrock) and water level measurement. Ob-
servation wells should be established in the

various bedrock aquifers which likely dis-
charge to or are recharged from the alluvial
valley floor. Indiv-idual observation wells
should be completed into separate aquifers.
Specific location of observation wells will be
a function of site geology, and should be lo-
cated in concert with a regional hydrologic
program in order to facilitate the necessary
analysis of accumulative hydrologic im-
pacts. The location of wells should permit
identification of flow patterns, direction of
vertical movement, extent of interaqulfer
leakage, and relationship of bedrock and al-
luvial aquifer systems. Detailed lithologic
logs of each well site should be obtained by
either coring or geophysical logging. Water
level should be measured continuously on
one well in each aquifer and monthly in
other wells. Measurements should be to an
accuracy of 0.01 foot in order to identify
any influence of vegetation, barometric
pressure or recharge on the depth to water
within the root zone or in areas supplying
alluvial valley floors.

II.B.2. Groundwater contour maps. Con-
tour maps (scale 1:6000 or larger for pro-
posed area of operation and scale 1:25,000 or
larger for the entire affected area) of water
table and/or potentiometric surface water
in each bedrock aquifer which subcrops or
underlies the valley fill and which will be
disturbed by mining should be prepared. To-
pographic base maps. should be used and
their accuracy must be to within 1.5 feet
horizontally and 3 feet vertically.

III.B.3. Aquifer testing. Tests should be
conducted on observation wells completed
into each aquifer to determine hydraulic
conductivity, transmissivity, storage coeffi-
cients and other relevant aquifer character-
istics. Aquifer test methods and the number
of tests should be based on sound hydrolo-
gic principles.

III.B.4. Well and spring inventory. Inven-
tory all wells and springs in the alluvial
valley floor for a distance five miles down-
stream of the boundary of the proposed
area of operations. Areas outside of alluvial
valleys need not be inventoried. Data should
be presented in tabular form and locations
shown on a topographic map (scale 1:25,000
or larger). The following information should
be collected if obtainable: location, indicated
condition of well, land surface elevation,
well depth, aquifer source(s), pumping
water level, discharge and drawdown during
pumping, length of pumping test, discharge
from springs, and any available water qual-
ity data. Investigation should include moni-
toring of spring discharges on a weekly basis
for a period. of not less than one month.

III.B.5. Ground water quality analyses.
Water quality analyses should be completed
for each existing well or spring whose
source of-water is an aquifer of an alluvial
valley floor identified within the area of the
well and spring inventory. Water quality
analyses should also be completed for each
aquifer for which observation wells have
been completed. Samples should be repeat-
ed six months after the first samples are
collected. As with all ground water tests,
sampling should be immediately preceded, if
reasonably possible, by continuous pumping
of not less than three times the volume of
water present in the well. Costituents to be
sampled should conform to sampling guide-
lines and analytical quality controls con-
nected with State and Federal require-
ments.

III.B.6. Other data specifications. Obser-
vation wells and backhoe pits will have been

developed into the alluvial aquifer. Water
level measurements will have been taken on
these wells and should be continued during
the detailed study period.

III.C. GEOLOGIC DATA SPECIFICATIOUS

III.C.I. Geologic, geologic structure, sur/i.
cial geologic maps. Geologic, geologic struc-
ture, and surficial geologic maps (scale
1:25.000 and 1:6000) for the study area
should be prepared. Data for these maps
should be based on field mapping, drill hole
data, and other geologic data. The geologic
map should show each distinguishable and
mappable lithologic unit, faults, and promi-
nent fracture zone. The geologic structure
map should show structure contours on
each coal bed proposed for mining. The sur.
ficial geologic map should distinguish, for
example, between flood plain alluvium, ter.
race alluvium, alluvial fan deposits, lake and
pond sediments, landslide deposits, and re.
sidual deposits.

III.C.2. Geologic cross-sections. Detailed
gologic cross-sections (scale 1:6000) of allu-
vial valley floors within the study area,
based on detailed lithologic logs, showing
significant changes in subsurface lithology
within the alluvial fill as well as in underly
ing bedrock units. Cross-sections should be
developed along each transect and longitu.
dinally along the valley axis. Transect cromj.
sections should extend horizontally one
mile into the surrounding bedrock areas and
to a depth showing all bedrock units pro-
posed for mining.

III.C.3. Overburden sampling and analy-
ses. Detailed chemical and physical analyses
characterizing all overburden material
scheduled to be disturbed within the pro-
posed permit area should be completed.
These data are necessary to project the
effect of mining and reclamation on ground
water quality. These data should be corre
lated to the geologic maps and cross-sectlons
and lithologic logs. Subsurface sampling in-
tervals should not be greater than ten feet
and need not be less than two feet. Sam.
pling intensity should be determined by the
degree of variability of the stratigraphy and
lithology at the site should be compatible
with any requirements developed by the
State within which mining is proposed,

III.C.4. Field gcomogrphic surveys and
geomorphic study. Field surveys should be
made of the longitudinal profile of the thai.
weg, flood plain, and one terrace surface of
the alluvial valley floor, for the entire
length of valley within the proposed area of
operations. For each longitudinal survey, in-
dicate depth of bedrock along the profile,
and variations in depth. Survey ground sur-
face elevation at several cross-sections
across the alluvial valley floor, with cross-
sections extending entirely across terrace
surfaces, to upland slopes on each side of
the valley, and determine depth to bedrock
along the cross-section. Crosssections
should be located with sufficient frequency
to give the representative geologic (and hy-
drologic) information and should Include
areas near observation well transects. Rep.
resentative bed and bank material sample3
should be collected at each cross-section
site, and mechanically analyzed. All geomor-
phlc data should be reported in a format
consistent with that used for Vigial Network
sites (Emmett, W. W. and R. F. Hadley,
1968), and should be located so that cross-
sections can be resurveyed at later times.
These data are of use in channel restoration
and in monitoring channel changes. Cross
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section and longitudinal profile data should
be reported at scales sufficient to show
valley physiographic details.

Based on the best available geomorphic,
geologic, soils, and other relevant informa-
tion, a description of the geomorphic histo-
ry of the valley floor in question should be
prepared. Particular attention should be
paid to erosional or depositional trends
identified in the valley system.

III.C.5. Other data specifications. Litholo-
gic logs of any drilling activity of relevance
to these studies will have been submitted
under part IL

III.D. SOILS DATA SPECIFICATIONS

Soil survey, chemical, and physical analy-
sis of soil types, -and soil moisture data will
have been collected during part II studies.
Soil moisture studies should be expanded to
quantitatively assess soil moisture charac-
teristics of the alluvial valley floor.

III.E. VEGETATION DATA SPECIFICTIONS

A vegetation map (scale 1:6000) of areas
designated as alluvial valley floors, showing
vegetation types and plant communities,
should be submitted. A iarrative description
should be provided of each vegetation type,
describing and defining it so that similar
mapping could be repeated by an independ-
ent worker. The narrative description
should also list all species found in the vege-
tation type and rank each species in the
vegetation type as to relative dominance.
Quantitative data should be collected for
each vegetative type separately. Specific
items to be measured are: (1) Percent cover
by species, (2) percent litter and (3) percent
bare ground. Annual above ground produc-
tion should be measured by species at the
end of the growing season. Care should be
taken in controlling the effects of grazing
by large -animals prior to measurement.
Generally, measured areas should be ex-
cluded from grazing for a one-year period
prior to study. Rooting depths for predomi-
nant species on each terrace level for each
vegetative type should be recorded in the
field and the type of root (tap, fibrous)
should be note. The actual and potential
animal unit months per acre should be cal-
culated for each vegetative type and the
condition class and trend should be evaluat-
ed. Possible reasons for trends should be
given.

nILF. LANDU 1s DATA SPECIFICATIONS

III.F.l. Crop yields. For any cultivated or
harvested crop areas on alluvial valley
floors within the study area, crop yield mea-
surements representing different precipita-
tion and temperature conditions should be
analyzed.

II=F.2. Land use mapping. Current uses
of land within alluvial valley floors should
be presented on a map (scale 1:6000), with
categories to include managed grazing land,
-wild hay lands, seeded hay lands, alfalfa
and other crop lands, irrigated lands. Fence
lines should be shown.
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LFR Doc. 78-23668 Filed 8-18-78; 4:55 pm]

[4810-25]
DEPARTMENT OF THE TREASURY

Office of the Secretary

[31 CFR Part 101

PRACTICE BEFORE THE INTERNAL REVENUE
SERVICE

Proposed Revision of the Provisions Governing
Solldiaion by Pradifioners Before the Inter-
nal Revenue Service

AGENCY: Department of the Treas-
ury.

ACTION: Hearing on proposed rule. -

SUMMARY: A notice of proposed ru-
lemaking to amend the regulations
governing advertising and solicitation
by practitioners before the Internal
Revenue Service was published in the
FEDERAL tGisTsER on Wednesday, June
14, 1978 (43 FR 25695). While no hear-
ing on the proposed amendment was
contemplated, the notice stated that if
an interested person desired an oppor-
tunity to comment orally and raised a
genuine Issue, one may be held. Since
requests to comment orally have been
received, a hearing has been sched-
uled.

DATE: The hearing on-the proposed
rule Is scheduled for Tuesday, Septem-
ber 26, 1978, beginning at 10 am in
the Cash Room, Main Treasury Build-
ing, 15th Street and Pennsylvania
Avenue NW., Washington. D.C. It is
anticipated that the hearing will not
exceed 3 hours.

ADDRESS: All requests and state-
ments should be sent to the Office of
Director of Practice, U.. Department
of the Treasury, Washington. D.C.
20220.

FOR FURTHER INFORMATION
CONTACT.

Mr. Leslie S. Shapiro, Director of
Practice, 202-376-0767.

SUPPLEMENTARY INFORMATION:
The hearing will be open to the public
as space Is available. Persons wishing
to make oral statements should advise
the Director of Practice in writing by
September 20, 1978, and should submit
the written text or, at a minimum, an
outline of comments they propose to
make. Comments will be restricted to
10 minutes in length.

Dated: August 22, 1978.

HmERY C. STocimLL, Jr.,
Acting General Counsel

[FR Doe. 78-23972 Filed 8-24-78. 8:45 amf
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[8320-01]

VETERANS ADMINISTRATION

[38 CFR Part 17]

MEDICAL BENEFITS

Former Members of the Armed Forces of
Poland and Czechoslovakia

AGENCY: Veterans Administration.

ACTION: Proposed regulation.
SUMMARY: This proposed regulation
provides authority for furnishing hos-
pital care, domiciliary care, and medi-
cal services to those former members
of the Armed Forces of Poland and
Czechoslovakia who: (1) Served during
World War I or World War II in
armed conflict against an enemy of
the United States, and (2) served
during the same period in or with the'
Armed Forces of France or Great Brit-
ain, and (3) have been citizens of the
United States for 10 years, and (4) are
not entitled to payment for equivalent
care and services under a program es-
tablished by the foreign government
concerned for persons who served in
its Armed Forces in World War I or
World War II. This proposed regula-
tion implements legislation.
DATE: Comments must be received on
or before September 25, 1978. It is pro-
posed to make this new section effec-
tive October 14, 1976, the effective
date of Pub. L. 94-491 (90 Stat. 2363).
ADDRESSES: Send written comments
to Administrator of Veterans Affairs
(271A), Veterans Administration, 810
Vermont Avenue NW., Washington,
D.C. 20420. Comments will be availa-
ble for inspection at the address
shown above during normal business
hours until October 4, 1978.
FOR FURTHER INFORMATION
CONTACT:

Joseph L. Erwin, Chief, Policies and
Procedures, Medical Administration
Service, Department of Medicine
and Surgery, Veterans Administra-
tion, Washington, D.C. 20420, 202-
389-3785.

SUPPLEMENTARY INFORMATION:
This proposed regulation implements
section 109(c), title 38, United States
Code, as added by Pub. L. 94-491. It
permits the furnishing of hospital
care, domiciliary care, and medical ser-
vices by the Veterans Administration
within the United States to specified
former members of the Armed Foices
of Poland and Czechoslovakia.

ADDITIONAL COiMENT INFORMATION

Interested persons are invited to
submit written comments, suggestions,
or objections regarding the proposal to
the Administrator of Veterans Affairs
(271A), Veterans Administration, 810

Vermont Avenue NW., Washington,
D.C. 20420. All written comments re-
ceived will be available for public in-
spection at the above address only be-
tween the hours of 8 a.m. and 4:30
p.m., Monday through Friday (except
holidays), until October 4, 1978. Any
person visiting central office for the
purpose of inspecting any such com-
ments will be received by the central
office Veterans Services Unit in room
132. Such visitors to any VA field fa-
cility will be informed that the records
are available for inspection only* in
central office and furnished the ad-
dress and the above room number.

Approved: August 18, 1978.

By direction of the Administrator.

RuFus H. WILSON,
DeputyAdministrator.

A new center title and § 17.55 are
added to read as follows:.

MEDICAL CARE FOR CZECHOSLOVAKIAN
AND POLISH VETERANS

§ 17.55 Medical care for certain former
members of Czechoslovakian and
Polish Armed Forces.

Hospital, domiciliary care, and medi-
cal services may be furnished' to
former members of the Armed Forces
of Poland or Czechoslovakia if they:

(a) Served during World War I or
World War II in armed conflict
against an enemy of the United States,
and

(b) Served during the same period in
or with the Armed Forces of France or
Great Britain, and

(c) Have been citizens of the United
States for 10 years, and

(d) Are not entitled to payment for
equivalent care, and services under a
program established by the foreign
government concerned for persons
who served in its Armed Forces in
World War I or World War II. Such
care or services may be furnished
those individuals to the same extent as
if they had served in the U.S. Armed
Forces. Qualifying service may be es-
tablished through an authenticated
certification from the French Ministry
of Defense or the British War Office
which clearly indicates-such military'
service, or otherwise through satisfac-
tory evidence, under guidelines pre-
scribed by the Chief Medical Director,
of having served in the Czechoslovaki-
an or Polish Armed Forces and in or
with the Armed Forces of France or
Great Britain while in armed conflict
against an enemy of the United States
during World War I or World War II.

[FR Doc. 78-23951 Filed 8-24-78; 8:45 am]

[8320-011

[38 CFR Part 21]

VETERANS EDUCATION

Policies and Procedures

AGENCY: Veterans' Administration.

ACTION: Request for public com
ment.

SUMMARY: The Veterans' Adminis-
tration is publishing for public com.
ment new and revised statements of
policy and procedures which have

.been adopted by the Agency to admin-
ister its education loan program.
These policy and procedural state-
ments will better acquaint veterans,
eligible persons, educational Institu-
tions and the public at large with the
way in which the program will be ad-
ministered.

DATE: Comments must be received on
or before September 25, 1978.
ADDRESS: Send written comments
to: Administrator of Veterans Affairs
(271A), Veterans' Administration, 810
Vermont Avenue NW., Washington,
D.C. 20420.

Comments will be available for in-
spection at the address shown above
during normal business hours until
October 3, 1978.
FOR FURTHER INFORMATION
CONTACT:

June C. Schaeffer, Assistant Direc-
tor of Policy and Program Adminis-
tration, Education and Rehabilita-
tion Service, Department of Veter-
ans Benefits, Veterans' Administra-
tion, 810 Vermont Avenue NW,,
Washington, D.C. 20420, 202-389-
2092.

SUPPLEMENTARY INFORMATION:
This publication contains DVB Circu-
lar 20-78-28. This circular deals with
the policy and procedures necessary to
administer the Veterans' Administra-
tion education loan program, This cir-
cular has been implemented and has
been or will be distributed through
normal channels to interested persons.

ADDITIONAL COMMENT INFORMATION

Interested persons are Invited to
submit written comments, suggestions,
or objections regarding this document
to the Administrator of Veterans Af-
fairs (271A), Veterans' Administration,
810 Vermont Avenue NW., Washing-
ton, D.C. 20420. All written comments
received will be available for public in-
spection at the above address only be-
tween the hours of 8 a.m. and 4:30
p.m., Monday through Friday (except
holidays) until October 3, 1978. Any'
person visiting Central Office for the
purpose of inspecting any such com-
ments will be received by the Central
Office Veterans Services Unit in room
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132. Such visitors to a VA field station
will be informed that the records are
available for inspection only in Cen-
tral Office and furnished the address
and the above room number.

Approved: August 17, 1978.

By direction of the Administrator.

Rurus H. WiLson,
DeputyAdministrator.

[DVB Circular 20-78-28]
DEPARTLENT oF VETERANS

BENEFITS,
VEnasrs' AnsramoN,

Washington, D.C., May 12, 1978.

VETmRAnS' A3mnssRAhxroH EDucAioo LOAN

1. Purpose. The original intent of the VA
education loan program was to provide an
additional source of financial aid for stu-
dents attending high-cost institutions who
would not otherwise be financially able to
entei or continue pursuing a program of
education. An analysis of earlier loans
granted under the VA education loan pro-
gram indicates that loans have been used to
meet expenses other than education-related
costs. In addition, early default trends on
loans that have become due and payable
clearly indicate a need for additional con-
trols. This circular provides guidelines to
insure the continuing integrity of the VA
education loan program and to insure the
utilization of the program in accordance
with its original intent.

2. General. The following specific areas
are covered in separate paragraphs:

a. Loan period limited to one semester,
tyo quarters, or 6 months for schools not
operating on semester or quarter system
(par. 3).

b. Separate application and approval re-
quired for each enrollment period (par. 3).

c. For purposes of the VA education loan
program, summer session is now defined as
a designated summer term of at least 8
weeks duration (par. 3).

d. Income and expenses to be considered
during the loan approval process will be the
student's income and educational expenses
only (par. 4)..

e. Expenses specifically excluded from
consideration under the education loan pro-
gram (par- 4).

f. Loan approvals will require two signa-
tures, and the second signature authorizing
the approved loan must be that of a senior
adjudicator or higher level employee (par.
5).

g. Processing education loan applications
from students with education overpayments
(par. 6).

h. Additional controls are set out to assist
the stuaent in establishing a repayment
plan and initiating payment of the loan
under the repayment plan (par. 7).

L The responsibilities of the school finan-
cial aid officer are clarified and restated
(par. 8).

j. Effective dates of these new guidelines
(par. 10).

3. Enrollment Period to Which Loans May
Apply. To insure that VA education loans
are approved only for students who are sat-
isfactorily pursuing their educational pro-
grams and who need additional financial as-
sistance to remain in school, maximum en-

rollment periods to which loans may apply
have been established.

a. The maximum enrollment period to
which a loan may apply is a semester, two
quarters, a summer session (8 or more
weeks), or 6 months for a course not operat-
ing on a term basis.

b. A separate loan application will lVe re-
quired for each semester. A separate appli-
cation will also be required for a summer
session. Because of the relative brevity of
quarters, applications will be accepted for
enrollment periods of two consecutive quar-
ters of a school year. Loans to students at-
tending courses not operating on a term
system will require a separate application
for each 6-month portion of the enrollment
period.

c. Although the cumulative total of loans
that a student may receive during an aca-
demic year is $2,500 (not to exceed $311
multiplied by the months of remaining enti-
tlement at the beginning of the enrollment
period to which the loanapplies), each Indi-
vidual loan is limited to the following maxi-
mum enrollment periods and the corre-
sponding maximum loan amounts:

(1) Courses organized on a term basl-

Period Llaximum

Semester _ 351.20
Quarter 830
Two quarters 1.cco
Sunmner ssion' 830

'For purposes of the VA educatfon lon program
surner session Is now defined as a dc-sJnatcd
summer term of at least 8 weeks duration.

(2) Courses not organized on a term basts:

Length of Course Maximum

3 through 5 months (per month) - $270
6 months I.Cco

4. Income and School-Rdatcd Expenss.
Loans may be granted In an amount equal
to the amount by which school-related ex-
penses exceed available resources, but not to
exceed a rate of $2,500 for an ordinary
school year. Under previous guidelines, ex-
penses not related to education have been
considered, while not all available resources
have been included. These revised guide-
lines require the counting of all available re-
sources and allow as expenses only the stu-
dent's school-related expenses.

a. Available resources:
(1) Non-VA financial asi.tLance must be

listed under Part IL Resources, on VA Form
22-8725, Application for Education Loan.
Such financial assistance includes, but is not
limited to. Guaranteed Student Loans (item
10A), National Direct Student Loans (item
10B), Basic Education Opportunity Grants
(item 10C), Supplemental Education Oppor-
tunity Grants (item 10D), College Work-
Study (non-VA) (item 10E), and any other
grants, fellowships, scholarships and loan
(item 10F). The amounts of these resources
applied for will be considered available to
the student and will be Included in the stu-
dent's resources unless the student's appli-
cation for a specific resource has been dLsap-
proved.

(2) Family contributions toward education
and living expenses (item 10G) will include
aUl cash contributions made by the student's
family and/or spouse toward the student's
educational and living expenses.

(3) Cash assets (item 11) will include, but
are not limited to. cash on hand Utem 11A),
amounts held n checking (item I1B) and
ravings accounts (item I1C). ce#Wicates of
deposit, negotiable stocks and bonds, and
any other liquid aset available to the stu-
dent (item liD).

(4) VA educational assistance to be re-
ceived during period to which the loan will
apply (Item 12A) will be listed, but only that
portion that applies solely to the stifdent
will be considered. For example, only the

,rngle veteran rate of chapter 34 benefits
would be counted.

(5) VA wrork.study benefits to be received
during the period to which the loan applies
(item 12B) will also be listed.

(6) Estimated current year net available
income will be listed for the student only.

(a) Item 134 will include adjusted gross
income (wages, salary, dividends, interest.
rental, buslnezs, etc.) for the student only.
less:
L Authorized deductions for exemptions

(currently $750 per exemption);
2. Itemized or standard deduction, which-

ever is greater (however, the standard de-
duction which may be deducted for this pur-
poze shall be $2,200 for a single veteran,
$3.200 for a married veteran filing .joint
return If the spouse has no income, $1,600
for a married veteran filing a joint return if
the spouse has income, $3,200 for a surviv-
ing spouse with a dependent child, or $1,600
for a married person filing a separate
return);

3. Mandatory withholdings such as Feder,
al and State income taxes, social security.
and other mandatory deductions.

(b) Item 13B will include current year
nontaxable income for the student. only.
This Includes; income from sources such as
VA compensation and pension, disaiity re-
tirement, unemployment compensation, wel-
fare payments, social security benefits, etc.

b. Allolcabie expensem. Only those school-
related expenses that are attributable to the
student will be included under Part IIL,
Costs and Enrollment Data. VA Form 22-
8725. Expenses for dependents will not be
included (see subpar. (2), below).

(1) Books and supplies (items 14 A and B)
are an allowable expense. Such Items must,
however, be required by the School for all
similarly enrolled students. Books and sup-
plies in excecs of $200 per semester, $133 per
quarter, or $266 per other enrollment period
(0 months in length) will require specic de-
velopment for verification.

(2) oninstitutional room and board
(item 14C) maybe included If the student is
a commuting student. The allowable ex-
pense may not exceed room and board
chaices at the school.

(a) If the school does not provide room
and board, the noninstitutional room and
board charges may not exceed the room and
board charges at the nearest State universi-
ty or State college providing room and
board. The school financial aid officer will
provide this information (item ISE). if
known. If an application is received without
room and board Information, the Liaison ac-
tivity will be requested to furnish It from
the current school catalog. The room and
board will be entered (and Initialed) by the
adjudicator or education clims clerk in
Item 15G of the application along with the
name of the school selected.

(b) A student living off campus may list:
Rent, utilities, and food. Utilities may in-
clude water and sewae, trash collection, gas
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or fuel oil, and electricity. When living ar-
rangements are shared with others (includ-
ing spouse or other dependents), only the
student's prorated share will be included.
These expenses or the school charges (or
the charges at the nearest State university
or State college) for room and board, which-
ever is less, will be allowed.

(3) Commuting expenses (item 14D) are
the actual costs of commuting from the stu-
dent's residence to the school, not to exceed
12 cents per mile. In no event may the daily
commuting expense exceed the expense
that would result from a 110 mile round trip
(55 miles one way). Although the maximum
allowable commuting expense is $13.20 (110
miles x 12 = $13.20) for each day .of
classes, care must be taken to allow only the
actual cost of commuting, not to exceed the
12 cents per mile limitation. For example, if
a student lives 5 miles from school, the
maximum allowable commuting expense for
each day of classes is $1.20 (10 miles x 12t
= $1.20). If the same student takes the
subway at 80 cents per round trip, the maxi-
mum allowable commuting expenses would
be 80 cents for each day of classes.

(4) Other expenses (item 14E) that may be
considered are the student's health insur-
ance and miscellaneous school-related ex-
penses such as typing of research papers.
Expenses paid to the school, such as tuition
and fees and institutional room and board,
are listed by the school on VA form 22-8725
(see par. 8).

c. Excluded expenses. The following are
examples of expenses specifically excluded
from consideration as allowable expenses:

(1) Living expenses of dependents. (De-
ductions for dependents have been made
from available resources.)

(2) Debts, both legal and personal. (In-
cludes installment sales contracts, as well as
revolving charge accounts and bank credit
cards.)

(3) Car payments, car insurance, car re-
pairs, and other car related expenses.
(These items have been provided for in the
12 cents per mile.)

(4) Life insurance premiums.
(5) Home improvements.
(6) Recreation and entertainment.
(7) Charitable donations.
(8) Legal fees.
(9) Court fines and costs.
(10) Dependent's tuition.
(11) pfts.
5. Two-Signature Loan Approvals. To

insure the accuracy and validity of loan pro-
cessing, loan approvals will require two sig-
natures. All actions granting education
loans will be authorized by a senior adjudi-
cator or higher level employee.

6. Loan Applications Where Overpayments
Exist An education loan payment will not
be made to an eligible student if there is an
outstanding overpayment in his/her educa-
tion account.

a. The adjudicator or education claims
clerk will initially process the loan applica-
tion to determine if the student is eligible
for a loan.

(1) If the student is not eligible for a loan,
the application will be disapproved.

(2) If the student is eligible for a loan, the
folder will be reviewed to determine if an
education overpayment exists.

(a) If an overpayment does not exist, the
adjudicator or education claims clerk will
continue processing the loan application.

(b) If an overpayment exists but it also ap-
pears that it will be cleared prior to final

processing of the loan application, the adju-
dicator or education claims clerk will contin-
ue processing the loan application.

(c) If an overpayment exists and it does
not appear that it will be cleared prior to
final processing of the loan application, the
application will be given conditional approv-
al. The 230 end product will be taken and
the student'will be notified of all the follow-
ing conditions by dictated letter:

1. His/her loan application has received
conditional approval:

2. The loan payment cannot be made until
the overpayment has been cleared;

3. The loan payment cannot be made
unless the overpayment is cleared prior to
the end of the enrollment period to which
the loan applies; and

4. He/she must notify the VA when the
overpayment is cleared if he/she wants the
application processed for payment.

If the student states, and Finance verifies,
that the overpayment has been cleared
during the enrollment period, the adjudica-
tor or education claims clerk will complete
processing of the application.

b. In addition to education overpayments,
VAR 14501(B)(2) specifically precludes edu-
cation loans to students who have defaulted
on a previous education loan and there is a
remaining payment due the VA.

7. Repayment Notification and Followup
Actions. Additional controls in the Finance
activity will be implemented to encourage
students% to establish a timely repayment
plan prior to the repayment due date (ma-
tured) of VA education loans.

a. Every effort will be taken to insure that
students, who have received education loans
are apprised of their responsibility to repay
the loan. This will be accomplished by main-
taining contact with the student during the
grace period of the loan. (The grace period
is the 9-month period from date of termina-
tion of training to loan repayment due
date.)

b. New VA form letters are being devel-
oped to be used by the Finance activity
when advising students of the repayment
due date of their loans. These letters will
also request a current address which will
enable the VA to maintain contact with the
student. The letters will be forwarded to the
student on:

(1) The date training is terminated (this
includes completion of training, withdrawal,
and reduction to less than one-half time);
and

(2) 3 months after the date of termina-
tion.
I c. The present FL 4-322 (repayment agree-
ment) will continue to be issued 7/2 months
after the date of termination. An additional
FL 4-322, marked "Second Request," will be
forwarded 9 months after the date of termi-
nation if a reply has not been received to
the first FL 4-322.

d. Strict controls will be established in the
Finance activity to obtain a repayment plan
and to assure prompt and aggressive follow-
up when a payment is delinquent.

8. School Financial Aid Officer's Responsi-
bilities:

a. The financial aid officer (or other
school official acting in that capacity) is
generally in the best position to help those
students in financial need. He/she knows
the current status of various financial as-
sistance programs, the availability of other
types of financial aid, and the current costs
of school attendance that the average stu-
dent must meet. It Is therefore extremely

important for the success of the VA eduea.
tion loan program that appropriate VA field
station personnel develop and maintain a
close working relationship with school fi-
nancial aid officers.

b. The following subparagraphs list those
items that are to be listed by the school on
the education loan application:

(1) Educational or vocational objective
(item 15A).

(2) Expected date of graduation (item
15B).

(3) Beginning and ending dates of enroll.
ment period (item 15C).

(4) Credit hour load or clock hour load
(item 15D).

(5) Tuition and fees for enrollment period
(item ISE).

(6) Room and board charges (item ISE).
(The actual charges for the student must be
listed unless the student is living off
campus, in which case the average charges
for a student receiving institutional room
and board must be listed. If the school does
not offer room and board, list the room and
board charges at the nearest State universi-
ty or State college providing room and
board, if known.)

(7) The school must indicate if they will
receive the education loan payment cheek
and deliver it to the student (item 15F).

(8) Item 15G, "Remarks".,
(a) The school must also review the stu.

dent's financial resources (Part II, VA Form
22-8725) and related educational expenses
(Part III, VA Form 22-8725). It is extremely
important that the school carefully review
these items and determine if they appear to
be accurate and reasonable based upon the
school's current experience with other simi.
larly situated and similarly enrolled stu.
dents. If the school feels that certain items
are not accurate or reasonable, the certify-
ing official must list the item numbers a
exceptions in item 150, "Remarks," on VA
Form 22-8725.

(b) For example, if a student lists $200 for
books and the school feels that $75 would be
reasonable, the school would indicate, "Ex,
ception to item 14A-$75" in item 15.

(c) If the school lists a lesser amount, the
school's figure will be used in computing the
loan amount. If a loan is in order, the stu.
dent will be advised of the adjustment and
that evidence may be submitted to justify
the higher amount.

9. Liaison With School Financial Aid Offi-
cers. Additional liaisoki should be undertak.
en with schools to assfst school financial aid
officers in understanding their responsibil-
ities under the VA education loan program,
Such liaison should be positive in nature
and should provide school financial aid offi.
cers with sufficient information to enable
them to not only meet their responsibilities
under the loan program, but also to assist
those veterans and eligible persons who,
without additional financial assistance,
might not be able to enter or continue pur-
suing a program of education.

10. Effective Dates. These new guidelines
are for application for those enrollment pe-
riods which begin on or after August 1,
1978. The application form, VA Form 22-
8725, Application for Education Loan, and
the worksheet, VA Form 22-8727, Education
Loan Worksheet, are being revised to reflect
the above changes. If any applications are
received on old application forms for enroll-
ment periods which begin on or after
August 1. 1978, the claim will be carefully
reviewed to determine if sufficient nforma-
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tion is present which would allow action to
be taken on the claim under the procedures
outlined in this circular. If sufficient infor-
mation is not present, specific development
must be undertaken.

11. Prior Publications. Pending modifica-
tion of existing regulations and manuals,
the provisions of this circular will be fol-
lowed in conjunction with appropriate por-
tions of: DVB I Manual M22-2,'part IV,
chapter 14: DVB I Circular 20-76-84. Appen-
dix E, DVB Circular 20-77-61; and DVB Cir-
cular 20-77-97, Appendix C.

DoaoT'HY L. STARwucx.
Chief'Benefits Director.

[FR Doc. 78-24091 Filed 8-24-78:8:45 am]

[1505-01]

POSTAL SERVICE

[39 CFR Part 111]

OFFICIAL MAIL

Mandatory Use of Reply Mail by Federal
Agencies

Correction

In FR Doc. 78-22611 appearing at
page 35951 in the issue for Monday,
August 14, 1978, in -the second column
on page 35952, the second line was in-
advertently omitted. That line should
read: "agency headquarters is located
if mail."

[6560-01]

ENVIRONMENTAL PROTECTION
AGENCY

[40 CFR Part 52]

[FRL 953-7]

APPROVAL AND PROMULGATION OF
IMPLEMENTATION PLANS

Revisions to the Pima County Air Quality Con-
trol Distric's Rules and Regulations in the
State, of Arizona

AGENCY: Environmental Protection
Agency.
ACTION: Notice of proposed rulemak-
ing.
SUMMARY: Revisions to the Pima
County Air Quality Control District's
(AQCD) rules and regulations have
been submitted to the Environmental
Protection Agency (EPA) by the Gov-
ernor for the purpose of revising the
Arizona State Implementation Plan
(SIP). The intended effect of these re-
visions is to incorporate into the SIP a
"Manual of Procedures" for the Pima
County Air Pollution Hearing Board
outlining the general requirements for
the conduct of business. The EPA in-
vites public comments on this manual,
especially as to its consistency with
the Clean Air Act.
DATES: Comments may be submitted
up to September 25, 1978.

Not distributed to DVBE.
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ADDRESSES: Comments may be sent
to: Regional Administrator. Attention:
Air and Hazardous Materials Division,
Air Programs Branch, AZ-NV-PI
Plans section (A-4), Environmental
Protection Agency, Region IX, 215
Fremont Street, San Francisco, Calif.
94105. Copies of the proposed revisions
are available for public Inspection
during normal business hours at the
EPA Region IX office at the above ad-
dress and at the following locations:
Pima County Air Quality Control District,

151 West Congress Street, Tucson, Axis.
85701.

Arizona Department of Health Services.
State Health Building. 1740 West Adams
Street, Phoenix. Ariz. 85007.

Public Information Reference Unit, Room
2922 (EPA Library), 401 M Street SW.,
Washington. D;C. 20460.

FOR FURTHER INFORMATION
CONTACT,

Judith C. Steenhoven, AZ-NV-PI
Plans Section, EPA, Region IX, 415-
556-7720.

SUPPLEMENTARY INFORMATION:
The State of Arizona submitted the
following new rules on March 21, 1978:
Rule 1. Scope of Rules and Legal Authority.
Rule 2. Definitions.

.Rule 3. Organization.
Rule 4. Officers and Staff.
Rule 5. Meetings.
Rule 6. Notices of Appeal and Petitions.
Rule 7. Contest Cases: Notice; Hearings;

Records.
Rule 8. Notice and Time of Hearing; Ap-

pearance and Practice Before the Board.
Rule 9. Hearings for the Purpose of Taking

Evidence; Procedure.
Rule 10. Evidence.
Rule 11. Extension of Time.
Rule 12. Intervention.
Rule 13. Conferences.
Rule 14. Consolidation.
Rule 15. Decisions. -
Rule 16. Rehearings.
Rule 17. Filing and Service of Papers.
Rule 18. Computation of Time.

Under section 110 of the Clean Air
Act as amended, and 40 CFR Part 51,
the Administrator is required to ap-
prove or disapprove the regulations
submitted as revisions to the SIP. In
addition to this action, the Adminis-
trator is required to provide opportu-
nity for a public hearing where the
State has not done so. The Regional
Administrator -- hereby issues this
notice setting forth these revisions as
proposed rulemaking. Interested per-
sons may participate by submitting
written comments on the approval or
disapproval of these regulations and
may request the opportunity for a
public hearing. Comments should be
submitted to the Region IX Office.
Those comments received on or before
September 25, 1978 will be considered.
Comments received will be available
for public inspection at the EPA
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Region IX Office and the EPA Public
Information Reference Unit.

Au'uoarr-: Sections 110 and 301(a) of the
Clean Air Act as amended (42 U.S.C. 7410
and 7601(a)).

Dated: August 17, 1978.
SHEIL M. PnRsMvz ,

Acting RegionalAdministrator.
[FR De. 78-24015 Filed 8-24-78; 8=45 am]

[6560-01]

[40 CER Part 521

[FRL 955-21

APPROVAL AND PROMULGATION OF
IMPLEMENTATION PLANS

Revisions to the Great Basin Unified Air Po!lu-
lion Control District's Rules and Regulations
In the Stale of Californa

AGENCY: Environmental Protection
Agency.

ACTION: Notice of proposed rulemak-
Ing.
SUMMARY: Revisions to the Great
Basin Unified Air Pollution Control
District's (APCD) rules and regula-
tions have been submitted to the Envi-
ronmental Protection Agency (EPA)
by the California Air Resources Board
for the purpose of revising the Califor-
nia State Implementation Plan (SIP).
The intended effect of these revisions
Is to update the rules and regulations
and to correct deficiencies in the SIP.
The EPA invites public comments on
these rules, especially as to their con-
sistency with the Clean Air Act.
DATES: Comments may be submitted
up to September 25, 1978.
ADDRESSES: Comments may be sent
to: Regional Administrator, Attention:
Air and Hazardous Materials Division,
Air Programs Branch, California SIP
section (A-4), Environmental lrotec-
tion Agency, Region IX, 215 Fremont
Street, San Fr-ncisco, Calif. 94105.
Copies of the proposed revisions are
available for public inspection during
normal business hours at the EPA
Region IX office at the above address
and at the following locations:
Great Basin Unified Air Pollution Control

District, 873 North Main Street. Suite 213,
Bishop, Calif. 93514.

Callfornla Air Resources Board, 1102 Q
Street, P.O. Box 2815, Sacramento, Calif.
95814.

Public Information Reference Unit, Room
2922 (EPA Library), 401 M Street SW.,
Washington. D.C. 20460.

FOR FURTHER INFORMATION
CONTACT.

Wally Woo, Chief, California SIP
Section. EPA, Region IX, 415-556-
'7288.
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SUPPLEMENTARY INFORMATION:
The California Air Resources Board
submitted the following rules and reg-
ulations on June 22, 1978:
Rule 419. Gasoline Loading into Stationary

Tanks.
Rule 601. Filing Petitions.

Under section 110 of the Clean Air
Act as amended, and 40 CFR Part 51,
the Administrator is required to ap-
prove or disapprove the regulations
submitted as revisions to the SIP. The
Regional Administrator hereby issues
this notice setting forth these revi-
sions, including rule deletions caused
thereby, as proposed rulemaking and
advises the public that interested per-
sons may participate by submitting
written comments to the Region IX
Office. Comments received on or
before September 25, 1978. Comments
received will be available for public in-
spection at the EPA Region IX Office
and the EPA Public Information Ref-
erence Unit.

AUTHOFRTY: Sections 110 and 301(a) of the
Clean Air Act as amended (42 U.S.C. §§ 7410
and 7601(a)).

Dated: July 28, 1978.

SHEILA M. PRINDIVILLE,
Acting Regional Administrator.

(FR Doe. 78-24016 Filed 8-24-78; 8:45 am]

[6560-01]

[40CFR Part 65]

[FRL 952-8]

STATE AND FEDERAL ADMINISTRATIVE
ORDERS PERMITTING A DELAY IN COMPLI-
ANCE WITH STATE IMPLEMENTATION PLAN
REQUIREMENTS

Proposed Approval of Three Administrative
Orders Issued by the Ohio Environmental
Protection Agency to Lima State Hospital,
Miami University, and Dayton Mental Health
Center

AGENCY: U.S. Environmental Protec-
tion Agency.
ACTION: ProPosed rule.

SUMMARY: The U.S. Environmental
Protection Agency (USEPA) proposes
to approve three administrative orders
issued by the Ohio Environmental
Protection Agency to Lima State Hos-
pital, Miami University, and Dayton
Mental Health Center. The first order
requires Lima State Hospital to bring
air emissions from its coal-fired boiler
house In Lima, Ohio, into compliance
with certain regulations contained in
the federally approved Ohio State im-
plementatiori plan (SIP) by June 1,
1978. The second order requires Miami
University to bring emissions from its
power plant in Oxford, Ohio, into
compliance with the Ohio plan by
May 15, 1979. The last order requires
Dayton Mental Health Center to bring

its power plant into compliance with
the Ohio plan by June 1, 1979. Be-
cause the orders have been issued to
major sources and permit a delay In
compliance with provisions of the SIP,
they must be approved by EPA before
they become effective as delayed com-
pliance orders under the Clean Air Act
(the Act). If approved by EPA, the
orders will constitute additions to the
SIP. In addition, a source in compli-
ance with an approved order may not
be sued under the Federal enforce-
ment or citizen Suit provisions of the
act for violations of the SIP regula-
tions covered by the order. The pur-
pose of this notice is to invite public
comment on EPA's proposed approval
of the orders as delayed compliance
orders.
DATES: Written comments must be
received on or before September 25,
1978.
ADDRESSES: Comments should be
submitted to Mr. James 0. McDonald,
Director, Enforcement Division,
USEPA, Region V, 230 South Dear-
born Street, Chicago, Ill. 60604. The
State orders, supporting material, and
public comments received in response
to this notice may be inspected and
copied (for appropriate charges) at
this address during normal business
hours.
FOR FURTHER INFORMATION
CONTACT:

Mr. Michael G. Smith, Enforcement
Attorney, at the above address or
telephone 312-353-2082.

SUPPLEMENTARY INFORMATION:
Lima State Hospital operates a boiler
house at Lima, Ohio. The order under
consideration addresses emissions
from three coal-fired boilers at the fa-
cility, which are subject to regulations
AP-3-07 and AP-3-11,- which have
been renumbered as OAC 3745-17-07
and OAC 3745-17-10, respectively. The
regulations limit the': emissions of
opacity and particulate matter, and
are part of the federally approved
Ohio State implementation plan. The
order requires final compliance with
the regulations by June 1, 1978,
through the installation of particulate
matter control equipment. The source
has consented to the terms of the
order.

Miami University is currently in the
process of replacing its existing facili-
ty with three new boilers and appro-
priate control equipment which shall
consist of baghouses or electrostatic
precipitators. The order requires com-
pliance with Ohio implementation
plan regulations AP-3-07 (OAC 3745-
17-07) and AP-3-11 (OAC 3745-17-10)
by May 15, 1979.

Dayton Mental Health Center oper-
ates a boiler house in Dayton, Ohio.
The order, which is proposed to be ap-

proved, requires the center to achieve
compliance with Ohio Implementation
plan regulations AP-3-07 (OAC 3745-
17-07) and AP-3-11 (OAC 3745-17-10)
by the installation of mechanical con-
trol devices by June 1, 1979.

Because these orders have been
issued to major sources of particulate
emissions and permit a delay in com-
pliance with the applicable regula-
tions, they must be approved by EPA
before they become effective as de-
layed compliance orders under section
113(d) of the Clean Air Act (the Act).
EPA may approve the orders only If
they satisfy the appropriate require-
ments of this subsection.

If the orders are approved by EPA,
source compliance with their terms
would preclude Federal enforcement
action under section 113 of the act
against the sources for violations of
the regulations covered by the orders
during the period the orders are In
effect. Enforcement against the
sources under the citizen suit provi-
sion of the act (section 304) would be
similarly precluded. If approved, the
orders would also constitute additions
to the Ohio SIP.

All interested persons are Invited to
submit written comments on the pro-
posed orders. Written comments re-
ceived by the date specified above will
be considered in determining whether
EPA may approve the orders. After
the public comment period, the Ad-
ministrator of EPA will publish in the
FEDERAL REGISTER the Agency's final
action on the orders in 40 CFR Part
65.

The Provisions of 40 CFR Part 65
will be promulgated by EPA soon, and
will contain the procedure for EPA's
issuance, approval, and disapproval of
orders under section 113(d) of the act.
In addition, part 65 will contain sec-
tions summarizing orders Issued, ap.
proved, and disapproved by EPA. A
prior notice proposing regulations for
part 65, published at 40 FR 14870
(April 2, 1975), will be withdrawn, and
replaced by a notice promulgating
these new regulations.
(42 U.S.C. 7413, 7601.)

Dated: July 28, 1978.

VALDAS V. ADALIKUS,
Acting Regional Administrator,

U.S. Environmental Protection
Agency, Region V.

In consideration of the foregoing, it
is proposed to amend 40 CFR Chapter
I, as follows:

PART 65-DELAYED COMPLIANCE ORDERS

1. By adding § 65.401 to read as fol.
lows:
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§ 65.401 State delayed compliance orders
issued and approved under section
113(d) (1), (2), and (4) of the Act.

OHIO ENVIRONMENTAL PROTECTION AGENCY

LIMA STATE HOSPITAL

ORDER

The Director of Environmental Protection
(hereinafter "Director") hereby makes the
following findings of fact and, pursuant to
sections 3704.03 (S)-and (I) of the Ohio Re-
vised Code and section 113(d) of the Clean
Air Act, as amended. 42 U.S.C. 7401 et seq.,
issues the following orders, which will not
take effect until the Administrator of the
U.S. Environmental Protection Agency has
approved their issuance under the Clean Air
Act.

FINDINGS OF FACT

1. Lima State Hospital (hereinafter
• LSH") is a mental health facility located in
Lima, Allen County, Ohio, and operated by
the State of Ohio through the Department
of Mental Health and Mental Retardation.

2. ISH owns and operates three (3) coal-
fired boilers at its facility. These boilers are
identified as follows:
Boiler No. 1, application No. 0302020256

B001-Babcock and Wilcox, 33.3 MMBtu
(25,000 pounds of steam per hour) spread-
er stoker (in the process of being convert-
ed to underfeed).

Boiler No. 2, application No. 0302020256
B002-Union Iron Works, 34.6 MMBtu
(26.000 pounds of steam per hour) under-
feed stoker.

Boiler No. 3, application No. 0302020256
B003-Bigaow, 34.6 IvtMBtu (26,000
pounds of steam per hour) underfeed
stoker.

3. On November 10, 1976, LSH submitted
applications for permits to operate the
three coal-fired boilers.

4. In the course of operation of said boil-
ers, air contaminants are emitted in viola-
tion of OAC 3745-17-10 and OAC 3745-17-

-07.
5. LSH is- unable to comply with OAC

3745-17-10 and OAC 3745-17-07.
6- On February 4, 1977, the Director pro-

posed to deny the applications for permits
to operate.

7. LSH is using and will continue to use
coal of sufficiently low sulfur content to
maintain their existing status of compliance
with federally promulgated sulfur oxide
standards (U.S. Environmental Protection
Agency sulfur oxide plan for Ohio, 41 FR
36324 (August 27, 1976)).

8. Implementation by LSH of interim con-
trol measures contained in the Orders below
will fulfill the requirements of section
113(d)(7) of the Clean Air Act, as amended.

9. The compliance schedule set forth in
the orders below requires compliance with
applicable emission regulations as expedi-
tiously as practicable. -

10. The Director's determination to issue
the orders set forth below is based on his
consideration of reliable, probative, and sub-
stantial evidence relating to the technical
feasibility and economic reasonableness of
compliance with such orders, and their rela-
tion to benefits to the people of the State to
be derived from such compliance.

ORDERS

Whereupon, after due consideration of
the above findings of fact, the Director
hereby Issues the following orders pursuant
to sections 3704.03' (S) and (I) of the Ohio
Revised Code 'and section 113(d) of the
Clean Air Act, as amended, 42 U.S.C. 7401 et
seq., which will not take effect until the Ad-
ministrator of the United States Envlron-
mental Protection Agency has approved
their issuance under the Clean Air Act.

1. Compliance with OAC 3745-17-10 shall
be achieved by the Installation of an appro-
priate mechanical fly ash collector In
common ducting for all boilers to control
emissions of particulate matter from LSH to
a rate of 0.20 pounds per million Btu input.
This emission restriction shall be based
upon a maximum heat input of 102.5 million
Btu (77.000 pounds of steam per hour).

2. Compliance with OAC 3745-17-10 shall
be achieved no later than June 1. 1978 in ac-
cordance with the following schedule.

Submission of final control plans for source:
Complete.

Award bids: Complete.
Begin construction: Complete.
Complete construction: March 1. 1978.
Testing of equipment: May 1, 1978.
Achievement of compliance with State and

Federal statutes and regulations: June 1.
1978.
3. The maximum steam load for the boil-

ers shall be 35,000 pounds of steam per
hour.

4. The mechanical fly ash collector shall
maintain compliance from the minimum
load through the range of the maximum
load specified in order (3) above.

5. If LSH desires to operate the boilers at
a steam load of greater than 35.000 pounds
of steam per hour, LSH shall apply for and
obtain a permit to Install from the Ohio En-
vironmental Protection Agency (hereinafter
"OEPA") in accordance with OAC 3745-31-
02. Included in such application shall be the
results of a stack test, conducted In accord-
ance with procedures approved by the DI-
rector, which show that the boilers operated
at the increased steam load are In compli-
ance with OAC 3745-17-07 and OAC 3745-
17-10 (a parUculate emission rate of 0.20
pounds per million Btu input). Written noti-
fication of intent to test shall be provided to
the Northwest District Office of the OEPA
thirty (30) days prior to the testing date.

6. SH shall operate no more than two of
the boilers at any one time. Any two boilers
may be operated concurrently.

7. The boilers shall be operated In compli-
ance with OAC 3745-17-07. This shall be ac-
complished by operation at turn down ratios
compatible with boiler design limits and
sulfur dioxide dew points.

8. The boilers shall each be provided with
opacity instrumentation and recorders.
Oxygen analyzers and recorders shall also
be provided for each of the boilers for the
control of excess air for the coal-fired units.

9. On a quarterly basL LSH shall report
to the Northwest District Office of the
OEPA any excursions above the 20 percent
opacity limitation set out n OAC 3745-17-
07. LSH shall keep on file all stack monitor-
ing data for a minimum of 2 years.

10. Coal analysis for boiler fuel shall be as
follows: less than or equal to seven (7) per-
cent ash; less than or equal to three (3) per-
cent sulfur greater than or equal to 12,800
Btu per pound of coal, as specified by the
Ohio Department of Mental Health and

Mental Retardation. LSH and the Ohio De-
partment of Mental Health and Mental Re-
tardation shall note this fuel quality re-
quirement. in any bidding document for the
purchase of fuel.

11. Pending achievement of compliance
with order (1) above, LSH shall use the best
practicable systems of emission reduction
for the period during which this order is in
effect in accordance with section 113(d) (7)
of the Clean Air Act, as amended. Such in-
terim measures shall include:

a. The use of coal with an analysis of: less
than or equal to seven (7) percent ash; less
than or equal to three (3) percent sulfur
greater than or equal to 12,800 Btu per
pound of coal.

b. Conversion of the boilers to underfeed
stokers.

c. Equipping each boiler with opacity in-
strumentatlon and recorders and oxygen
analyzers and recorders.

d. Regular maintenance of the boilers.
12. Within five (5) days after the sched-

uled achievement date of each of the incre-
ments of proress specified in the compli- .
ance schedule in order (2) above, LSH shall
submit a progress report to the Northwest
District Office of the OEPA. The person
submitting these reports shall certify
whether each increment of progress has
been achieved.

13. LSH shall submit to the Northwest
District Office of the OEPA an analysis of
each shipment of coal burned at ISH on an
as received basis.

14. LSH shall comply with any other emis-
sion monitoring and reporting required by
chapter 3704 of the Ohio Revised Code and
the regulations promulgated thereunder.

15. Emission tests at the normal rate of
operation and at the maximum rate of oper-
ation shall be conducted upon the boilers to
verify compliance with order (I) above.
Such tests shall be conducted no later than
the date specified in the compliance sched-
ule in order (2) above in accordance with
procedures approved by the Director. Writ-
ten notification of intent to test shall be
provided to the Northwest District Office of
the OEPA thirty (30) days prior to the test-
Ing date.

16. LSH shall apply for and obtain permits
to operate the boilers in accordance with
OAC 3745-35-02.

17. LSH Is hereby notified that unless it is
exempted under section 120(a)(2) (B) or (C)
of the Clean Air Act, as amended, failure to
achieve final compliance with order (1)
above by July 1, 1979. will result in a re-
quirement to pay a noncompliance penalty
under section 120 of the Clean Air Act. as
amended.

NE. E WuLxSs P.E.-
Director of

Environmental Protection.

wlAIVE

The Ohio Department of M,.ental Health
and Mental Retardation agrees that the at-
tached findings and orders are lawful and
reasonable and agrees to comply with the
attached orders. The Ohio Department of
Mental Health and Mental 'Retardation
hereby waives the right to appeal the issu-
ance or terms of the attached findings and
orders to the Environmental Board of
Review.-and it hereby raives any and all
rights it might have to seek judicial review
of said findings and orders either in law or
equity. The Ohio Department of Mental
Health and Mental Retardation also waives

"j FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978

38051



38052

any and all rights it might have to seek such
Judicial review of any approval by U.S. EPA
of the attached findings and orders or to
seek a stay of enforcement of said findings
and orders in connection with any judicial
review of Ohio's air implementation plan (or
portion thereof).

JAMS F. McAvoy,
Authorized Representative of Ohio

Department of Mental Health and'
Mental Retardation.

* OHIO ENVIRONMENTAL PROTECTION AGENCY

aTIALTI UNIVERSITY

ORDER
Pursuant to section 3704.03(S) of the Ohio

Revised Code and In accordance with sec-
tion 113(d) of the Clean Air Act, as amend-
ed, 42 U.S.C. 7401 et seq., the Director of
Environmental Prdtection (hereinafter "Di-
rector") hereby makes the following find-
ings of fact and Issues the following orders,
which will not take effect until the Adminis-
trator of the U.S. Environmental Protection
Agency has approved their Issuance under
the Clean Air Act.

FINDINGS OF FACT

1. Miami University (hereinafter "Miami")
Is a state owned institution of higher educa-
tion located in Oxford, Ohio.

2. Miami owns and operates four coal-fired
boilers (hereinafter "the boilers") which
provide the steam and heating requirements
for most of Miami's buildings and facilities.
These boilers are Identified in the original
variance application of August 15. 1972 as
follows:
Application No. 1809090081 B001-Babcock

and Wilcox 77.545 MMBtu chain grate
stoker.

Application No. 1809090081 B002-Henry
Vogt VL 59.650 I MMBtu underfeed stoker.

Application No. 1809090081 B003-Two
Wickes 57.264 MMBtu underfeed stokers.
3. On January 17. 1974 and February 1,

1974, Miami submitted to the Ohio Environ-
mental Protection Agency. (hereinafter
"OEPA") an application for an extension of
a previously Issued variance to operate the
boilers.

4. On September 29, 1976, Miami submit-
ted to the OEPA an application for a permit
to install new boilers with control equip-
ment as the compliance strategy for the
boilers identified in finding of fact (2)
above.

5. On December 3, 1976. the Director pro-
posed to deny the variance extension appli-
cation. Miami thereafter filed a timely re-
quest for adjudication hearing upon such
proposal.

6. On June 16, 1977, the Director proposed
to deny the permit to install application.
Miami thereafter filed a timely request for
adjudication hearing upon such proposal.

7. In the course of operation of the boilers
identified in finding of fact (2) above, air
contaminants are emitted in violation of
OAC 3745-17-10 and OAC 3745-17-07.

8. Miami is unable to comply with OAC
3745-17-10 and OAC 3745-17-07.

9. Potential emissions of air pollutants
from the boilers are equal to or more than
one hundred tons per year, and therefore
these sources constitute a major stationary
source as defined in section 302(j) of the
Clean Air Act, as amended.

10. Miami is using and will continue to use
coal of sufficiently low sulfur content to

PROPOSED RULES

maintain its existing status of compliance
with federally promulgated sulfur oxide
standards (U.S. Environmental Protection
Agency sulfur oxide plan for Ohio, 41 FR
36324 (August 27, 1976)).

11. Implementation by Miami of interim
control measures contained in the orders
below will fulfill the requirements of section
113(D)(7) of the Clean Air Act, as amended.

12. The compliance schedule set forth in
the orders below requires compliance with
applicable emission regulations as expedi-
tiously as practicable.

13. The Director's determination to issue
the orders set forth below is based on his
consideration of reliable, probative and sub-
stantial evidence relating to the technical
feasibility and economic reasonableness of
compliance with such orders, and their rela-
tion to benefits to the people of the State to
be derived from such compliance.

ORDERS

Whereupon, after due consideration of
the above findings of fact, the Director
hereby issues the following orders pursuant
to section 3704.03(S) of the Ohio Revised
Code and in accordance with section 113(d)
of the Clean Air Act, as amended, 42 U.S.C.
7401 et seq., which will not take effect until
the Administrator of the U.S. Environmen-
tal Protection Agency has approved their is-.
suance under the Clean Air Act.

1. Compliance with OAC 3745-17-10 and
3745-17-07 shall be achieved no later than
May 15, 1979, by the installation of new
boilers with a baghouse(s) or electrostatic
precipitator(s) sufficient to control emis-
sions of particulate matter from the Miami
boiler facility to the applicable emission
rate of 0.146 pounds per million Btu input.
This emission restriction is bq.ed upon a
maximum total heat input of 285 million
Btu per hour (three boilers each at 95 mil-
lion Btu and 80,000 pounds of steam per
hour).

2. Compliance with order (1) above, shall
be achieved in accordance with the follow-
ing schedule:

Submission of descriptive plan: Complete.
Submission of final control plans: Complete.
Awarding of contracts: Complete.
Commence on site construction: Complete.
Submit amended final particulate emission

control plans: February 15, 1978.
Advertise for bids for augmented control

equipment: March 1. 1978.
Award contracts for augmented control

equipment: May 1. 1978.
Complete construction of facility. Achieve

compliance with all applicable state and
federal statutes and regulations: May 15,
1979.

3. The boilers identified in finding of fact
(2) and those identified in order (1) above
shall be operated in compliance with OAC
3745-17-07. This shall be accomplished by
operation at turn down ratios compatible
with boiler design limits and sulfur dioxide
dew points.

4. The boilers Identified in order (1) above
shall be provided with an opacity monitor
and recorder in the common breeching.
Oxygen analyzers and recorders shall be
provided for each Qf the boilers for the con-
trol of excess air for the coal-fired units.
Miami shall keep on file all stack monitor-
ing opacity data for these boilers for a mini-
mum of 2 years and shall report an excur-
sions above the 20 percent opacity limita-
tion set out in OAC 3745-17-07 on a quarter-

ly basis to the Southwestern Ohio Air Poliu.
tion Control Division.

5. Upon the effective date of the order
and pending achievement of complianco,
with order (1) above, Miami shall operato,
the boilers described In finding of fact (2)
above by using the best practicable systemj
of emission reduction for the period during
which this order is In effect in accordance
with section 113(d)(7) of the Clean Air Act,
as amended. Such interim measures shall in.
clude:

a. The use of coal with an analysis of: les
than or equal to six (6) percent ash (as re-
ceived basis); less than or equal to one (11
percent sulfur (dry basis): greater than or
equal to 13,500 Btu per pound of coal (as re-
ceived basis).

b. Utilization of opactiy instrumentation
and alarm.

c. Use of the reworked boiler control
system in the main boiler house to enhance
fuel and air mixture control.

d. Regular maintenance of the boilers,
6. Within five (5) days after the scheduled

achievemdnt date of each of the increments
of progress specified In the compliance
schedule in order (2) above, Miami shalt
submit a progress report to the Southwest-
era Ohio Air Pollution Control Division,
The person submitting these reports shall
certify whether each increment of progress
has been achieved. Between May 1, 1978 and
May 15, 1979, Miami shall submit progress
reports every three (3) months.

7. Miami shall continue to submit every
six months to the Southwestern Ohio Air
Pollution Control Division an analysis oI
the coal burned at Miami University on an
as received basis.

8. Miami shall comply with any other
emission monitoring and reporting ordered
by the Director as required by chapter 3704
of the Ohio revised Code and the regula,
tions promulgated thereunder.

9. Miami-shall apply for and obtain per-
mits to operate the boilers described lit
order (1) above in accordance with OAC
3745-35-02.

10. Miami Is hereby notified that failure
to achieve final compliance with order (1)
above by July 1, 1979 will result In a requir.
ment to pay a noncompliance penalty under
section 120 of the Clean Air Act, as amend-
ed, unless it Is exempted under section
120(a)(2) (B) or (C) of the Clean Air Act, as
amended.

NED E. WILLIAMS, P.X.,
Director of

Environmental Protection,

WAIVER

Miami University agrees that the attached
findings and orders are lawful and reason.
able and agrees to comply with the attached
orders. Miami University hereby waives the
right to appeal the issuance or terms of the
attached findings and orders to the Envi-
ronmental Board of Review, and it hereby
waives any and all rights It might have to
seek Judicial review of said findings and
orders before any court of competent juris,
diction either in law or equity. Miami Unl-
versity also waives any and all rights it
might have to seek such judicial review of
any approval by U.S. EPA of the attached
findings and orders or to seek a stay of en-
forcement of said findings and orders In
connection with an judicial review of Ohio's
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air implementation plan (or .portion there-
of).

FLOYD GoGGou.
Authorized Representative of

Miami University.

OHIO FsvioNrmNrTAL PRorxcroN Aoaxcy

DAYTON DIENTAL HEALTH CENTER

ORDER
The Director of Environmental Protection

(hereinafter "Director") hereby makes the
following findings of fact and, pursuant to
§§3704.03 (S) and (I) of the Ohio Revised
Code and in accordance with section 113(d)
of the Clean Air Act, as amended, 42 U.S.C.
7401 et seq., issues the following orders.
which will not take effect until the Adminis-
trator of the U.S. Environmental Protection
Agency has approved their issuance under.
the Clean Air Act.

FIDINGS.OF FACT

1. Dayton Mental Health Center (herein-
after "DMHC") is a mental health facility
located in Dayton, Montgomery County,
Ohio.

2. DMHC owns and operates three (3)
coal-fired boilers at its facility. These boil-
ers are identifiedas follows:
Boiler No. 1, application No. 0857041060

B001-Wickes Model 59990, 35 MMBtu per
hour.

Boiler 'No. 2, application No. 0857041060
B004-Union Iron Works, 35 MMBtu per
hour underfeed.

Boiler No. 4, applicaffon No. 6857041060
B003-Vogt Model WT, 80 MMBtu (60,000
pounds of steam per hour).

3. On April 1, 1977, DMHC submitted ap-
.plications for variances to operate the coal-
fired boilers. The compliance strategy for
the boilers was to be the installation of new
boilers with control equipment.

4. In the course of operation of said boil-
ers, air contaminants are emitted in viola-
tion oftOAC 3745-17-10 and OAC 3745-17-
07. -

5. DMHC is unable to comply with OAC
3745-17-10 and OAC 3745-17-07.

6. On August 4. 1977, the Director pro-
posed to deny the applications for variations
for variances to operate.

7. Potential emissions of air pollutants
from the boilers described In finding of fact
(2) above are equal to or more than 100 tons
per year. and therefore these sources consti-
tute a major stationary source as defined In
section 302(j) of the Clean Air Act, as
amended.

8. DMHC is using and will continue to use
coal of sufficiently low sulfur content to
maintain its existing status of compliance
with federally promulgated sulfur oxide
standards (U.S. Environmental Protection
Agency sulfur oxide plan for Ohio, 41 FR
36324 (Aug. 27. 1976)).

9. Implementation by DMHC of interim
control measures contained in the orders
below will fulfill the requirements of section
113(d)(7) of the Clean Air Act, as amended.

10. The compliance schedule set forth in
the orders below requires compliance with
applicable emission regulations as expedi-
tiously as practicable.

11: The Director's determination to issue
the orders set forth below is based on his
consideration of reliable, probative, and sub-
stantial evidence relating to the technical
feasibility and economic reasonableness of
compliance with such orders, and their rela-

tion to benefits to the people of the State to
be derived for such compliance.

ORDERs

Whereupon, after due consideration of
the above findings of fact. the Director
hereby issues the following orders pursuant
to f§ 3704.03 (S) and (I) of the Ohio Revised
Code and in accordance with section 113(d)
of the Clean Air Act, as amended. 42 U.S.C.
7401 et seq.. which will not take effect until
the Administrator of the U.S. Environmen-
tal Protection Agency has approved their is-
suance under the Clean Air Act.

1. Compliance with OAC 3745-17-10 and
OAC 3745-17-07 shall be achieved by the In-
stallation of two new boilers with appropri-
ate mechanical fly ash collectors sufficient
to control emissions of particulate matter
from DMHC to a rate of 0.22 pounds per
million Btu input. This emission restriction
is based upon a maximum heat input of 77.8
million Btu per hour (two boilers each at
38.9 million Btu and 27,500 pounds of steam
per hour).

2. Compliance with OAC 3745-17-10 and
OAC 3745-17-07 shall be achieved no later
than June 1, 1979, in accordance with the
following schedule:

Submission of final control plans for source:
March 1. 1978.

Take bids: April 15. 1978.
Award bids: June 1, 1978.
Begin construction of boilers and Installa-

tion of control equipment: July 1,1978.
Complete installation of No. 2 boiler with

control equipment: September 1. 1978.
Complete installation of No. 1 boiler with

control equipment, March 1. 1979.
Testing of equipment: April 1, 1979.
Achievement of compliance with State and

Federal statutes and regulations: June 1.
1979.
4. The boilers identified In order (1) above

shall be operated in compliance with OAC
3745-17-07. This shall be accomplished by
operation at turn down ratios compatible
with boiler design limits and sulfur dioxide
dew points.

5. The boilers identified in order (1) above -
shall each be provided with approved Instru-
mentation installed to measure and record
opacity and oxygen In the boiler outlet gas
stream. DMHC shall keep on file all stack
monitoring data for a minimum of 2 years
and shall report any excurslons above the
20-percent opacity limitation set out in OAC
3745-17-07 to the regional air pollution con-
trol agency on a quarterly basis. -

6. Coal analysis for boiler fuel shall be as
follows: Less than or equal to ten (10) per-
cent ash; less than or equal to one (1) per-
cent sulfur. greater than or equal to 13,500
Btu per pound of coal. as specified by the
Ohio Department of Mental Health and
Mental Retardation. DMHC and the Ohio
Department of Mental Health and Mental
Retardation shall note this fuel quality re-
quirement in any bidding document for the
purchase of fuel

7. Pending 'achievement of compliance
with order (1) above, DMHC shall use the
best practicable systems of emission reduc-
tion for the period during which this order
is In effect in accordance with section
113(d)(7) of the Clean Air Act, as amended.
Such interim measures shall include:

a. The use of coal with an analysis of. Less
than or equal to ten (10) percent ash: less
than or equal to one (1) percent sulfur;
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greater than or equal to 13,500 Btu per
pound of coal.

b. Use of new No. 2 boiler as soon as Its in-
stallation Is complete instead of the boilers
described in finding of fact (2) above.

c. Regular maintenance of the boilers.
8. Within five (5) days after the scheduled

achievement date of each of the increments
of progress specified in the compliance
schedule in order (3) above, DMHC shall
submit a progress report to the regional air
pollution control agency. The person sub-
mitting these reports shall certify whether
each ncrement of progress has been
achieved. If It has not been achieved, the
report shall contain a detailed explanation
of the reasons for the failure to achieve
that increment of progress.

9. DMHC shall submit monthly to the re-
gional air pollution control agency, an anal-
ysis of a representative sample of each ship-
ment of coal burned at DMHC on an as re-
ceived basis, except that each shipment of
coal need not be analyzed more than once.
This analysis shall specify the average Btu
content. percent sulfur, percent ash. percent
moisture, and total tonnage of the coal
burned the previous month.

10. DMEHC shall comply with any other
emission monitoring and reporting required
by chapter 3704 of the Ohio Revised Code
and the regulations promulgated thereun-
der.

11. Emission tests shall be conducted upon
the new boilers described In order (1) above
to verify compliance with order (1) Such
tests shall be conducted no later than the
date specified in the compliance schedule in
order (3) above In accordance with proce-
dures approved by the Director. Written no-
tification of intent to test shall be provided
to the regional air pollution control agency
thirty (30) days prior to the testing date.

12. DMHC shall apply for and obtain per-
mits to operate the boilers in accordance
with OAC 3745-35-02.

13. DMHC is hereby notified that unless It
is exempted under section 120(a)(2) (B) or
(C) of the Clean Air Act, as amended, fail-
ure to achieve final compliance with order
(1) above by July 1. 1979. will result in a re-
quirement to pay a noncompliance penalty
under section 120 of the Clean Air Act, as
amended.

ND . WILLUMs, P.E.
Director

of Envfronmental Prolection.

WAIVER

The Ohio Department of Mental Health
and Mental Retardation agrees that the at-
tached findings and orders are lawful and
reasonable and agrees to comply with the
attached orders. The Ohio Department of
Mental Health and Mental Retardation
hereby waives the right to appeal the issu-
ance or terms of the attached findings and
orders to the environmental board of
review, and It hereby waives any and all
rights It might have to seek judicial review
of said findings and orders either in law or
equity. The Ohio Department of Mental
Health and Mental Retardation also waives
any and all rights It might have to seek such
judiclal review of any approval by US. EPA
of the attached findings and orders or to
seek a stay of enforcement of said findings
and orders In connection with any judicial
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review of Ohio's air implementation plan (or
portion thereof).

JAL=S F. McAvoy,
Authorized Representative of Ohio

Department of Mental Health and
Mental Retardation.

[FR Doc. 78-23832 Filed 8-24-78; 8:45 am]

[6560-01]

[40 CFR Part 651

[FRL 952-7]

STATE AND FEDERAL ADMINISTRATIVE
ORDERS PERMITTING A DELAY IN COMPLI-
ANCE WITH STATE IMPLEMENTATION PLAN
REQUIREMENTS

Notice of Proposed Approval of an Adminis-
trative Order Issued by Hammond Air Pollu-
tion Control Department to Industrial Fuel &
Asphalt Co. of Indiana, Inc.

AGENCY: Environmental Protection
Agency.

ACTION: Proposed rule.

SUMMARY: EPA proposes to approve
an administrative order issued by the
Hammond Air Pollution Control De-
partment to Industrial Fuel & Asphalt
Co. of Indiana, Inc. The order requires
the company to bring air emissions
from its crude oil and gasoline storage
vessels in Hammond, Ind., into compli-
ance with certain regulations con-
tained in the federally approved Indi-
ana State implementation plan (SIP)
by May 15, 1979. Because the order
has been issued to a major source and
permits a delay in compliance with
provisions of the SIP, it must be ap-
proved by EPA before it becomes ef-
fective as a delayed compliance order
under the Clean Air Act (the Act). If
approved by EPA, the order will con-
stitute an addition to the SIP. In addi-
tion, a source in compliance with an
approved order may not be sued under
the Federal enforcement or citizen
suit provisions of the act for violations
of the SIP regulations covered by the
order. The purpose of this notice is to
invite public comment on EPA's pro-
posed approval of the order as -a de-
layed compliance order.

DATE: Written comments-must be re-
ceived on or before September 25,
1978.

ADDRESS: Comments should be sub-
mitted to Director, Enforcement Divi-
sion, EPA, Region V, 230 South Dear-
born Street, Chicago, Ill. 60604. The
State order, supporting material, and
public comments received in response
to this notice may be inspected and
copied (for appropriate charges) at
this address during normal business
hours.

FOR FURTHER INFORMATION
CONTACT:

Anne Swofford, Attorney, Enforce-
ment Division, U.S. EPA, Region V,

FEDERAL

230 South Dearborn Street, Chicago,
Ill. 60604, 312-353-2082.

SUPPLEMENTARY INFORMATION:
Industrial Fuel & Asphalt Co. of Indi-
ana, Inc., operates a refinery at Ham-
mond, Ind. The order under considera-
tion addresses emissions from two
crude oil storate vessels and one gaso-
line storage vessel at the facility,
which are subject to Indiana Regula-
tion APC-15. The regulation limits the
emissions of hydrocarbons, and is part
of the federally approved Indiana SIP.
The order requires final compliance
with the regulation by May 15, 1979,
through the installation of floating
roofs on its crude oil and gasoline stor-
age vessels. During the period in
which the order is in effect, the com-
pany will operate its crude topping
unit at a production maximum of
6,000 barrels per day and an interim
emission limit of 1.2 tons of hydrocar-
bon matter per day. The source has
consented to the terms of the order
and has waived its right to a notice of
violation under section 113(a)(1) of the
Clean Air Act. The source has waived
any and all rights under any provision
of law to challenge the order.

Because this order has been issued
to a major source of hydrocarbon
emissions and permits a delay in com-
pliance with the applicable regulation,
it must be approved by EPA before it
becomes effective as a delayed compli-
ance order under section 113(d) of the
Clean Air Act (the Act). EPA may ap-
prove the order only if it satisfies the
appropriate requirements of this sub-
section.

If the order is approved by EPA,
source compliance with its terms
would preclude Federal enforcement
action under section 113 of the act
against the source for violations of the
regulation covered by the order during
the period the order is in effect. En-
forcement against the source under
the citizen suit provision of the act
(section 304) would be similarly pre-
cluded. If approved, the order would
also constitute an addition to the Indi-
ana SIP,

All interested persons are invited to
submit written comments on the pro-
posed order. Written comments re-
ceived by the date specified above will
be considered in determining whether
EPA may approve the order. After the
public comment period, the Adminis-
trator of EPA will publish in the FIED-
ERAL REGISTER the Agency's final
action on the order in 40 CFR Part 65.

The provisions of 40 CFR Part 65
will be promulgated by EPA soon, and
will contain the procedure for EPA's
issuance, approval, and disapproval of
orders under section 113(d) of the act.
In addition, part 65 will contain sec-
tions summarizing orders, approved,
and disapproved by EPA. A prior
notice proposing regulations for part
65, published at 40 FR 14876 (April 2,

1975), will be withdrawn, and replaced
by a notice promulgating these new
regulations.

(42 U.S.C. 7413, 7601.)

Dated: August 7, 1978.
VALDAS V. ADAMIKUS,

Acting Regional Administrator,
Region V.

HnA:DIONI AIR POLLUTION CONTROL
DEPARTMENT

[Order No. HAPC 3-78-B]
In the matter of: Industrial Fuel & As.

phalt Co. of Indiana, Inc.. proceeding under
section 113(d) of the Clean Air Act, as
amended.

ORDER
The following order Is issued this date

pursuant to section 113(d) of the Clean Air
Act, as amended 42 U.S.C. 7401 et seq. (here-
inafter referred to as "the Act"), Public
notice, opportunity for public hearing and
30 days notice to the State of Indiana and
the USEPA have been provided pursuant to
section 113(d)(1) of the Act. This order con.
tains a schedule for compliance, for interim
control requirements, and reporting require.
ments. Final compliance is required as expe.
ditiously as practicable, but not later than
May 15, 1979.

On December 22, 1977, the Hammond Air
Pollution Control Department received a
draft of a compliance program from the In.
dustrial Fuel & Asphalt Co. of Indiana, Inc,
(hereinafter referred to as ("the Company")
for storage tanks Nos, 55. 56, and 52 at the
Company's Hammond facility, Such tanks
are in violation of Indiana regulation APC-
15 and Hammond air quality control ordi-
nance No. 3522 (as amended), article VI, sec-
tion 6.5. Such tanks must operate with
floating roofs in order to comply with the
above-mentioned regulations. Presently, the
emission limit is tvo (2) tons per year of hy-

-drocarbon emission losses (based on accept-
- able techniques) for both crude storage ves-

sels having true vapor pressure not In excess
of 3.4 psia (at bulk liquid temperature) and
a gasoline storage vessel having true vapor
pressure not in excess of 5.8 psla (at bulk
liquid temperature), Actual hydrocarbon
emissions from these fixed-cone roof storage
vessels (Nos. 55, 56, and 52) are 438 tons per
year while at a production capacity of 8,000
barrels per day.

On February 1, 1978, at the USEPA region
V office, a meeting was held at the Compa-
ny's.request to discuss its operations and
difficulties with a compliance program.
Present were representative of the Compa.
ny, the Hammond Air Pollution Control De.
partment, and the U.S. Environmental Pro-
tection Agency. At that time, the Company
agreed to commit itself to a compliance
schedule through an order issued under sec-
tion 113(d) of the Act.

The Company has waived its right to a
notice of violation under section 113(a)(1) of
the Act, and any notice requirements of the
State of Indiana and city of.Hammond Air
Pollution Control Ordinance.

After thorough investigation of all rele-
vant facts, including public comment, it is
determined that the schedule for compli
ance set forth in this order is as expeditious
as practicable, and that the terms of this
order comply with section 113(d) of the Act.

Therefore, It is hereby ordered, That:
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L The Company shall, complete the fol-
lowing acts with respect to its storage tanks
Nos. 55. 56. and 52.

A. Submit drawings and specifications
prior to April 15. 1978.

B. Submit installation permits prior to
May 1, 1978.

C. Appropriate funds prior to October 15,
1978.

D. Commence construction and installa-
tion of necessary equipment-tank No. 55,
prior to 1arch 15, 1979; tank No. 56, prior
to April 10, 1979; tank No. 52, prior to May
1, 1979.

E Date of final compliance for tanks Nos.
55, 56, and 52 prior to May 15, 1979.

IL The Company shall achieve final com-
pliance with all the above-mentioned regula-
tions by May 15, 1979.

III. Pursuant to section 113(d)(7) of the
Act, during the period in which this order is
in effect, the Company shall use the best
practicable system(s) of emission reduction
so as to avoid an imminent and substantial
endangerment to the health of persons and
shall further comply with the requirements
of the applicable implementation plan inso-
far as it is able to.

IV. During the period in which this order
is in effect, the Company shall operate Its
crude topping unit at a production maxi-
mum 6,000 barrels per day and an iterin
emission limit of 1.2 tons of hydrocarbon
matter per day. The Company shall main-
tain records throughout the period in which
this order is in effect which demonstrate
that the provisions of this paragraph are
being followed. Such records shall be availa-
ble for inspection by the USEPA, State of
Indiana, and the Hammond Air Pollution
Control Department.-

V. The Company shall submit reports to
the Hammond Air Pollution Control De-
partment detailing progiess made with re-
spect to each requirement of this order. To
enable- verification that this order will be
achieved as expeditiously and as practicable,
the Company shall submit its quarterly fi-
nancial statement to the Hammond Air Pol-
lution Control Department within five (5)
days of its receipt. Such quarterly financial
statement shall be considered confidential
information by this agency. Such quarterly
financial statement shall begin with the last
qukrter of 1977 and shall terminate with the.
completion of this order. In addition, no
later than June 15. 1979, the Company shall
certify to the Hammond Air Pollution Con-
trol Department that the facility is In final
compliance with all applicable regulations.

VI. In the event that the Company has
not achieved final compliance as required by
this order by May 15, 1979, It shall thereaf-
ter be subject to any applicable form of en-
forcement action for each day of violation
beyond May 15, 1979. A failure to meet any
incremental date of this order shall be con-
sidered a violation of this order. This order
does not preclude the USEPA or the State
of Indiana to bring an enforcement action
under section 113(b) of the Act for each day

-of violation beyond May 15, 1979.
VII. All submissions and notifications to

the Hammond Air Pollution Control De-
partment pursuant to this order shall be
made to the Chief, Hammond Air Pollution
Control Department, 5925 Calumet Avenue,
Hammond, Ind. 46320. -

VIII. Nothing in this order shall be con-
strued so as to affect the Company's respon-
sibility to comply with any other Federal,
State, or local regulations.

PROPOSED RULES

IX. Nothing In this order shall be con-
strued as a waiver by the USEPA, State of
Indiana or Hammond Air Pollution Control
Department of any rights or remedies under
the Clean Air Act. 42 U.S.C. section 7603.
and any State statutes, regulations, or local
ordinances.

X. The Company Is hereby notified that
Its failure to achieve final compliance by
July 1, 1979. will result in a requirement to
pay a noncompliance penalty under section
120 otthe Act. In the event of such failure,
the Company will be formally notified, pur-
suant to section 120(b)(3) and any regula-
tions promulgated thereunder, of Its non-
compliance.

X. The Department has found that the
Company s presently unable to comply
with the State of Indiana Implementation
plan thereby necessitating the promulga-
tion of this order.

XIL This order shall be terminated in ac-
cordance with section 113(d)(8) of the Act if
the Chief of the Hammond Air Pollution
Control Department determines on the
record, after the notice and hearing, that
the Company has brought the storage tanks
Nos. 55, 56. and 52 prior to the final compli-
ance date of this order.

X3II This order is effective upon receipt
of formal approval from the USEPA Re-
gional Administrator. Such approval will be
addendum to this order.

Dated: April 28, 1978.
RoNALD L. NovAmu.

ChfidL Hammond
Air Pollution Control Department.

The Industrial Fuel & Asphalt Co. of Indi-
ana. Inc., has reviewed this order and be-
lieves It to be a reasonable means by which
It can achieve compliance with State of In-
diana regulation APC.15. Hammond Air
Pollution Control Ordinance No. 3522 as
amended, article VI, section 6.5. The Com-
pany stipulates to the correctness of all
facts stated above and consents to the re-
quirements and terms of this order. The
Company waives Its right to a notice of vio-
lation under section 113(a)(1) of the Clean
Air Act and any notice requirement of the
State of Indiana and city of Hammond Air
Pollution Control Ordinance. The Company
further waives any and all rights under any
provision of law to challenge this order.

Dated: April 26, 1978.

JoHIn F. SWUM,
President Industrial Fuel &

Asphalt Co. of Indiana, Inc.
[FR Doe. 78-23833 Filed 8-24-78; 8:45 am]

[6560-01

[40 CFR Part 65]

[Docket No. DCO-78-7; FRL 953-51

STATE AND FEDERAL ADMINISTRATIVE
ORDERS PERMITTING A DELAY IN COMPLI-
ANCE WITH STATE IMPLEMENTATION PLAN
REQUIREMENTS

Proposed Approval of an Adminlstroltve Order
issued by the Commonwealth of Kentucky,
Department for Natural Resources and Envi-
ronmental Proteclon to Berea College

AGENCY: Environmental Protection
Agency.

38055

ACTION: Proposed rule.
SUMMARY: EPA proposes to approve
an administrative order issued by the
Commonwealth of Kentucky of Berea
College. The order requires Berea Col-
lege to bring air emissions from its
heating plant In Berea, Ky., into com-
pliance with certain regulations con-
tained in the federally approved Ken-
tucky State implementation plan
(SIP) by March 1, 1979. Because the
order has been issued to a major
source and permits a delay in compli-
ance with provisions of the SIP, it
must be approved by EPA before it be-
comes effective as a delayed compli-
ance order under the Clean Air Act
(the Act). If approved by EPA, the
order will constitute an addition to the
SIP. In addition, a source in compli-
ance with an approved order may not
be sued under the federal enforcement
or citizen suit provisions of the Act for
violations of the SIP regulations cov-
ered by the order. The purpose of this
notice is lo invite public comment on
EPA's proposed approval of the order
as a delayed compliance order.

DATE: Written comments musts be re-
ceived on or before September 25,
1978.
ADDRESSES: Comments should be
submitted to and copies of the order
available from: Director, Enforcement
Division, EPA, Region IV, 345 Court-
land Street NE.. Atlanta, Ga. 30308.
The State order, supporting material,
and public comments received in re-
sponse to this notice may be inspected
and copied (for appropriate charges)
at this address during normal business
hours.

FOR FURTHER, INFIORATION
CONTACT.

Richard S. DuBose, Air Enforcement
Branch, US. Environmental Protec-
tion Agency, Region IV, 345 Court-
land Street NE., Atlanta, Ga. 30308,
telephone 404-881-4298.

SUPPLEMENTARY INFORMATION:
Berea College operates a heating plant
at Its facility in Berea, Ky. The order
under consideration addresses emis-
sions from a 60,000 pound per hour in-
direct heat exchanger at the facility,
which Is subject to Kentucky Air Pol-
lution Control regulation KAR 401
3:060, section 3(3)(b) and section
3(3)(d). The regulation limits the emis-
sions of particulate matter, and is part
of the federally approved Kentucky
State Implementation plan. The order
requires final compliance with the reg-
ulatIon by March 1, 1979, through the
Implementation of the following
schedule for the construction or in-
stallation of control equipment:

(1) Submit final control plan for achievipg
compliance with applicable regulation by
April 3, 1978.
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(2) Award contract for required control
equipment by June 9, 1978.

(3) Commence on-site construction or in-
stallation of control equipment by June 19,
1978.

(4) Complete construction or installation
of control equipment by January 31, 1979.

(5) Submit proof of final compliance by
March 1. 1979.

The source has consented to the
terms of the order and has agreed to
meet the order's increments during
the period of this informal rulemak-
ing. The source is required to submit
monthly coal analysis data iri order to
monitor emissions prior to the demon-
stration of final compliance. As an in-
terim control the visible emissions
from the noncomplying indirect heat
exchanger shall not exceed 65 percent
capacity at any time prior to the in-
stallation of controls.

Because this order has been issued
to a major source of particulate
matter emissions and permits a delay
In compliance with the applicable reg-
ulation, It must be approved by EPA
before it becomes effective as a de-
layed compliance order under section
113(d) of the Clean Air Act (the Act).
EPA may approve the order only if it
satisfies the appropriate requirements
of this subsection. EPA has tentatively
determined that the above referenced
order satisfies these requirements.

If the order is approved by EPA,
source compliance with its terms
would preclude federal enforcement
action under section 113 of the Act
against the source for violations of the
regulation covered by the order during
the period the order is in effect. En-
forcement against the source under
the citizen suit provision of the Act
(section 304) would be similarly pre-
cluded. If approved, the order would
also constitute an addition to the Ken-
tucky SIP. Compliance with the pro-
posed order will not exempt the com-
pany from the requirements contained
in any subsequent revisions to the SIP
which are approved by EPA.

All interested persons are invited to
submit written comments on the pro-
posed order. Written comments re-
ceived by the date specified above will
be considered in determining whether
EPA may approve the order.

After the public comment period,
the Administrator of EPA will publish
in the FEDERAL REGISTER the Agency's
final action on the order in 40 CFR
Part 65.

The provisions of 40 CFR Part 65
will be promulgated by EPA soon, and
will contain the procedure for EPA's
issuance, approval, and disapproval of
orders under section 113(d) of the Act.
In addition, part 654 will contain sec-
tions summarizing orders issued, ap-
proved, and disapproved by EPA. A
prior notice proposing regulations for
part 65, published at 40 FR 14876
(April 2, 1975), will be withdrawn, and

replaced by a notice promulgating
these new regulations.
Authority: 42 U.S.C. 7413, 7601.

Dated: July 28, 1978.

PAUL TRAINA,
Acting Regional Administrator,

Region IV.
[FR Doc. 78-23872 Filed 8-24-78; 8:45 am]

[6560-01]
[40 CFR Part 65]

[FRL 953-6]

STATE AND FEDERAL ADMINISTRATIVE
ORDERS PERMITTING A DELAY IN COMPLI-
ANCE WITH STATE IMPLEMENTATION PLAN
REQUIREMENTS

Proposed Approval of an Administrative Order
Issued By Ohio Environmental Protection
Agency To City of Akron

AGENCY: Environmental Protection
Agency.
ACTION: Proposed rule.
SUMMARY: EPA proposes to approve
an administrative order issued by the
Ohio Environmental Protection
Agency to the city of Akron. The
order requires the company to bring
air emissions from its sludge inciner-
ators in Akron, Ohio, intd compliance
with certain regulations contained in
the federally approved Ohio State im-
plementation plan (SIP) by July 1,
1979. Because the order has been
issued to a major source and permits a
delay in compliance with provisions of
the SIP, it must be approved by EPA
before it becomes effective as a de-
layed compliance order under the
Clean Air Act (the Act). If approved
by EPA, the order will constitute an
addition to the SIP. In addition, a
source in compliance with an approved
order may not be sued under the Fed-
eral-enforcement or citizen suit provi-
sions of the Act for violations of the
SIP regulations covered by the order.
The purpose of this notice is to invite
public comment on EPA's proposed
approval of the order as a delayed
compliance order.
DATE: Written comments must be re-
ceived on or before Selitember 25,
1978-
ADDRESSEES: Comments should be
submitted to and copies of the Order
available from: Director, Enforcement
Division, EPA, Region V, 230 South
Dearborn Street, Chicago, Ill. 60604.
The State order, supporting material,
and public comments received in re-
sponse to this notice may be inspected
and copied (for appropriate charges)
at this address during normal business
hours.

FOR FURTHER INFORMATION
CONTACT:

Roger M. Grimes, U.S. Environmen-
tal Protection Agency, Enforcement
Division, 230 South Dearborn Street,
Chicago, Ill. 60604 312-353-2082.

SUPPLEMENTARY INFORMATION:
The city of Akron operates four sludge
incinerators at Akron, Ohio. The order
under consideration addresses emis-
sions from the stacks of each Inciner-
ator at the facility, which are subject
to Ohio Administrative Code (OAC)
3745-17-09 and OAC 3745-17-07. The
regulation limits the emissions of par-
ticulate matter, and is part of the fed-
erally approved Ohio State implemen-
tation plan. The order requires final
compliance with the regulation July 1,
1979, through rebuilding of inciner-
ators and installation of pollution con-
trol equipment.

Because this order has been Issued
to a major source of particulate
matter emissions and permits a delay
in compliance with the applicable reg-
ulation, it must be approved by EPA
before it becomes effective as a de-
layed compliance order under section
113(d) of the Clean Air Act (the Act).
EPA may approve the order only If It
satisfies the appropriate requirements
of this subsection.

If the order is approved by EPA,
source compliance with its terms
would preclude Federal enforcement
action under section 113 of the Act
against the source for violations of the
regulation covered by the order during
the period the order Is In effect. En-
forcement against the source under
the citizen suit provision of the Act
(section "304) would be similarly pre-
cluded. If approved, the order would
also constitute an addition to the Ohio
SIP.

All intereste'd persons are invited to
submit written comments on the pro-
posed order. Written comments re-
ceived by the date specified above will
be considered in determining whether
EPA may approve the order. After the
public comment period, the Adminis-
trator of EPA will publish in the FED-
ERAL REGISTER the Agency's final
action on the order in 40 CPR Part 65.

The provisions of 40 CFR Part 65
will be promulgated by EPA soon, and
will contain the procedure for EPA's
issuance, approval, and disapproval of
orders under section 113(d) of the Act,
In addition, part 65 will contain sec-
tions summarizing orders issued, ap-
proved, and disapproved by EPA, A
prior notice proposing regulations for
part 65, published at 40 FR 14876
(April 2, 1975), will be withdrawn, and
replaced by a notice promulgating
these new regulations.
(Authority: 42 U.S.C. 7413, 7601.)
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Dated: August 10, 1978.
VALDAS V. ADAIus,

Acting Regional Administrator,
Region V.

(FR Doe. 78-23873 Filed 8-24-78; 8:45 am]

[6560-01]

[40 CFR Part 761]

[FRL 955-1]

POLYCHLORINATED BIPHENYLS (PCB's)

Manufacturing, Processing, Distribution in
Commerce, and Use Bans; Clarification

AGE NCY: Environmental Protection
Agency.

ACTION: Clarification of contents of
Official Record of Proposed Rulemak-ing.
SUMMARY: This notice clarifies that
the official record of rulemaking for
the proposed PCB ban regulation in-
cludes the official record for the Ad-
ministrator's - promulgation of toxic
pollutant effluent standards for PCB's
under section 307(a) of the Clean
Water Act..
FOR FURTHER IFORMATION
CONTACT:

Peter P. Principe, Office of Toxic
Substances (TS-794), Environmental
Protection .Agency, 401 M Street
SW., Washington, D.C. 20460, tele-
phone 202-755-0920.

SUPPLEMENTARY INFORMATION:
On June 7, 1978, the Environmental
Protection Agency published a pro-
posed regulation concerning PCB man-
ufacturing, processing, distribution in
commerce, and use bans (43 FR
24802). On page 24813, second column
of the proposal, EPA stated: "In 'ddi-
tion, all reports and articles referenced
in the USEPA OTS Support Docu-
ment Voluntary EIS are included in
the Official Record. The record for
the section 307 Water Effluent Stand-
ards for PCB's may be examined, by
the public at the Office of Hearing
Clerk, Room 3708A, Environmental
'Protection Agency, 401 M Street SW.,
Washington, D.C. 20460."

EPA wishes to clarify that the offi-
cial record of rulemaking for the pro-
posed PCB ban regulation includes the
Official Record for the Administra-
tor's promulgation of toxic pollutant
effluent standards for PCB's under
section 307(a) of the Clean Water Act
(42 FR 6532-6555, February 2. 1977).
The record for the PCB effluent
standards may be examined by the
public as indicated above and may be
cited as "In the Matter of: Proposed
Toxic Pollutant Effluent Standards
for Polychlorinated Biphenyls
(PCB's), FWPCA (307), Docket No. 4."

Dated: August 21, 1978.
STSvEu D. JELYm ,

AssistantAdministrator
for Toxic Substances.

[FR Doc. 78-24024 Filed 8-24-78; 8:45 am]

[4510-27]

DEPARTMENT OF LABOR

Office of Federal Contract Compliance
Programs

[41 CFR Part 60-20]

EXECUTIVE ORDER 11246-EMPLOYEEo BENEFITS

Amendment to Regulations

AGENCY: Office of Federal Contract
Compliance Programs, Department of
Labor.

ACTION: Proposed amendment to reg-
ulations.

SUMMARY: The Office of Federal
Contract Compliance Programs' sex
discrimination guidelines presently
provide, with respect to Insurance,
pensions, welfare programs, and other
similar "fringe benefits," that the
guidelines are not violated where em-
ployer contributions for such pro-
grams are equal for men and women
or where the resulting benefits are
equal. See 41 CFR 60-20.3(c). The Sec-
retary of Labor proposes to amend
these regulations to make clear that
Executive Order 11246. as amended by
Executive Order 11375, and the regu-
lations at 41 CFR 60-20.3(c) are violat-
ed if (1) a differential in benefits Is
based on differences between the cost
to the employer of providing benefits
to women as a group and the cost of
providing benefits to men as a group,
or (2) employees of one sex are re-
quired to make greater contributions
from their wages than are employees
of the opposite sex in order to receive
equal benefits. -
DATE: Comments on this proposal
will be received until October 23, 1978.
ADDRESS: Send comments to the Di-
rector, Office of Federal Contract
Compliance Programs, Room C-3324,
New Department of Labor Building,
200 Constitution Avenue NW., Wash-
ington, D.C. 20210. Comments received
will be available for inspection during
regular working hours at the above ad-
dress.
FOR FURTHER INFORMATION
CONTACT,

Doris P. Wooten, Acting Associate
Director, Office of Federal Contract
Compliance Programs, U.S. Depart-
ment of Labor, 200 Constitution
Avenue NW., Washington, D.C.
20210.
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SUPPLEMENTARY INFORMATION:
The Department of Labor recognizes
the need for meaningful enforcement
of those Federal equal employment
opportunity laws which it administers
and the importance of achieving a rea-
sonable degree of consistency among
the several Federal equal employment
opportunity agencies in interpreting
the requirements of Executive Order
11246, as amended, and title VII of the
Civil Rights Act of 1964, as amended.
Achieving the desired level of inter-
agency consistency among agency re-
quirements concerning sex discrimina-
tion in the administration of insur-
ance, pension, and retirement benefit
programs has been particularly trou-
blesome. The Administrator of the De-
partment of Labor's Wage and Hour
Division originally ruled that the re-
quirements of the Equal Pay Act
would be met If an employer made
equal contributions for male and
female employees or if the resulting
benefits were -equal. This interpreta-
tion was originally followed by the
Office of Federal Contract Compliance
Programs (OFCCP) in administering
Executive Order 11246, as amended. In
1972, the EEOC amended its guide-
lines to state explicitly that it was un-
lawful for an employer to have an in-
surance, pension, or retirement plan
which differentiates in benefits paid
on the basis of sex.

Similarly, the Administrator of the
Department of Labor's Wage and
Hour Division today has proposed an
amendment to the interpretive bulle-
tin on the Equal Pay Act which makes
clear that employee b3enefits are
"wages" within the Equal Pay Act,
that any differential in such benefits
based on sex-based actuarial distinc-
tions violates the act, and that any
sex-based differential in required em-
ployee contributions toward equal
benefits violates the act.

In consideration of the foregoing
and in consideration of the reasons ex-
pressed in support of Wage and Hour
Division's proposed amendment, it is
proposed to amend 41 CFR 60-20.3(c)
as set forth below.

This document was prepared under
the llrection and control of Weldon J.
Rougeau, Director, OFCCP.

Dated: August 18, 1978.
RAY MARSXAI4

Secretary ofLabor.
DONA=. ELISBURG,
Assistant Secretary

Employment Standards
Administration.

RicBHPRn J. Dvnq,
Acting Director, Office of Federal

Contract Compliance Programs.

§ 60-20.3 Job policies and practices.

. . a

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978



3805.8

(c) The employer must not make any
distinction based upon sex in employ-
ment opportunitites, wages, hours, or
other conditions of employment. In
the area of employer contributions fokr
Insurance, pensions, welfare programs,.
and other similar "fringe benefits," a
differential in benefits based upon dif-
ferences between the cost to the em-
ployer of providing benefits to women
as a group and the cost of providing
benefits to men as a group violates Ex-
ecutive Order 11246, as amended by
Executive Order 11375, and these reg-
ulations. Similarly, Executive Order
11246, as amended by Executive Order
11375, and these regulations are violat-
ed if employees of one sex are required
to make greater contributions from
their wages than are employees of the
opposite sex in order to receive equal
benefits.

[FR Doc. 78-23732 Filed 8-24-78: 8:45 am]

[4110-35]
DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Health Care Financing Administration

[42 CFR Part 405]

FEDERAL HEALTH INSURANCE FOR THE AGED
AND DISABLED

Review of Provider Reimbursement Review
Board Decision

AGENCY: Health Care Financing Ad-
ministration (HCFA), HEW.

o ACTION: Notice of Decision to Issue
Regulations.

SUMMARY: This proposal would
specify the criteria and procedures for
review of Provider Reimbursement
Review Board Decisions by the Admin-
istrator, HCFA. The amendment is
necessary to resolve current confus-
tion concerning the procedures and to
comply with the Administrative Proce-
dure Act. The intent is to assure uni-
form, expeditious handling of all cases
and a single Departmental position on
similar matters.

FOR FURTHER INFORMATION
CONTACT:

Erica L. Gosnell, Office of Attorney-
Advisor, Room G-50, Altmeyer
Building, Baltimore, Md. 21235,
phone 301-594-5132.

Dated: August 17, 1978.
WILLIAA D. FULLERTON,

ActingAdministrator, Health
Care FinancingAdministrator.

FR Doc. 78-24000 Filed 8-24-78; 8:45 am]
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[4110-35]

[42 CFR Part 405]

FEDERAL HEALTH INSURANCE FOR THE AGED
AND DISABLED

Hospital Insurance: Entitlement, Deductible,
and Coinsurance Requirements

AGENCY: Health Care Financing Ad-
ministiation (HCFA), HEW.

ACTION: Notice of decision to revise
regulations.
SUMMARY: The proposed regulations
would reorganize, simplify, and clarify
certain portions of the Medicare, Part
A regulations so that beneficiaries and
potential beneficiaries can more easily
understand the conditions that would
make them eligible for Medicare and
how much money they would have to
contribute toward the cost of their
hospital care. This revision will be
part of "Operation Common Sense,"
the Department's -commitment to
revise and recodify its regulations to
promote public understanding.

FOR FUTHER INFORMATION
CONTACT:

John B. Russell, Medicare Bureau,
room 1-H-5 East Building, 6401 Se-
curity Boulevard, Baltimore, Md.
21235, telephone 301-594-8260.
Dated: August 17, 1978.

WiLLTAm D. FULLERTON,
ActingAdministrator, Health
Care FinancingAdministrator.

FR Doec. 78-24012 Filed 8-24-78; 8:45 am]

[4110-35]

[42 CFR Part 405]

FEDERAL HEALTH INSURANCE FOR THE AGED
AND DISABLED

Conditions of Participation: Hospitals

AGENCY: Health Care Financing Ad-
ministration (HCFA), HEW.

ACTION: Notice of decision to revise
regulations.
SUMMARY: Current regulations
specify in detail the health and safety
requirements that hospitals must meet
to participate in the Medicare-Medic-
aid. programs. They have been in
effect over 10 years. We are proposing
to revise the regulations because of
changes in methods of health care de-
livery, the need to control the increas-
ing cost of hospital care, and our com-
mitment to simplify HEW regulations.
The intent of the revision is to retain
the basic principles of the existing re-
quirements but allow hospitals greater
flexibility in their use of staff and
other resources.
FOR FURTHER INFORMATION
CONTACT:

Janet M. Harryman, room 301, East
High Rise, 6401 Security Boulevard,
Baltimore, Md. 20235, telephone
301-594-712.
Dated: August 17, 1978.

WILLIAm D. FULLERTON,
Acting Administrator, Health
Care Financing Administrator,

[FR Doc. 78-24013 Filed 8-24-78; 8:45 am]

[4110-35]

[42 CFR Parts 405 and 449]

FEDERAL HEALTH INSURANCE FOR THE AGED
AND DISABLED; SERVICES AND PAYMENT IN
MEDICAL ASSISTANCE PROGRAMS

Conditions of Pprticipatlon: Skilled Nursing
Facilities and Intermediate Care Facilities

AGENCY: Health Care Financing Ad-
ministration (HCFA), HEW.
ACTION: Notice of decision to revise
regulations.
SUMMARY: The Department Is roco.
difying, revising, and consolidating the
present regulations governing partici-
pation of Skilled Nursing Facilities
(SNF's) and Intermediate Care Facili-
ties (ICF's) In the Medicare and Med-
icaid programs.

In keeping with our commitment to
simplify regulations, we plan to retain
the basic principles of current require-
ments while allowing the providers
greater flexibility in their use of re-
sources. We believe this will permit
cost control, without jeopardizing the
health or safety of patients, employ-
ees, or the public.

FOR FURTHER INFORMATION
CONTACT:

Constance A. Conrad, Health Care
Financing Administration, East
Building, High Rise, Room 300, 6401
Security Boulevard, Baltimore, Md.
21235, 301-594-9722.

Dated: August 17, 1978.
WILLIAr. D. FULLERTON,

ActingAdministrator, Health
Care FinancingAdministration.

[FR Doc. 78-24014 Filed 8-24-78; 8:45 an]

[6712-01]

FEDERAL COMMUNICATIONS
COMMISSION

[47 CFR Part 73]

[BC Docket No. 78-264; RM-31211

FM BROADCAST STATIONS IN WHITEHOUSE
AND TYLER, TEX.

Proposed Changes in Table of Assignmont=

AGENCY: Federal Communications
Commission.
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ACTION: Notice of proposed rulemak-
ing.
SUMMARY: Action taken herein pro-
poses the assignment of a fourth FM
channel to Tyler, Tex. Petitioner had
proposed the channel for Whitehouse,
Tex., but the Commission believed the
proposed assignment to Tyler could
better respond to area needs while still
being available for use at Whitehouse.
DATES: Comments must be received
on or before October 16, 1978, and
Reply comments must be received on
or before November 6, 1978.
ADDRESSES: Federal Communica-
tions Commission, Washington, D.C.
20554.
FOR FURTHER INFORMATION
CONTACT:

Mildred B. Nesterak, - Broadcast
Bureau, 202-632-7792. ,

SUPPLEMENTARY INFORMATION:
Adopted: August 14, 1978.
Released: August 21, 1978.

In the matter of amendment of
§ 73.202(b), Table of Assignments, FM
Broadcast Stations, Whitehouse and
Tyler, Tex., BC Docket No. 78-264,
RM-3121.1. The Commission has before it a
petition' filed by Smith County Broad-
casters ("petitioner") licensee of AM
Station WTBB, Tyler, Tex., proposing
the assignment of Channel 257A to
Whitehouse, Tex. The channel could
be assigned in conformity with the
minimum distance separation require-
ments. Oppositions were filed, KDOK
Broadcasting Co. ("KDOK"), licensee
of AM Station KDOK and FM Station
KNUE, and Tyler Broadcasting Co., li-
censee of AM Station KZEY and FM
Station KROZ, Tyler, Tex.

2. Whitehouse (pop. 1,245), in Smith
County (pop. 97,096)2, is located ap-
proximately 92 kilometers (57 miles)
northwest of Lufkin, Tex., and 14 kilo-
meters (9 miles):south of Tyler, Tex.
There is no local aural broadcast serv-
ice in Whitehouse.

3. The preclusion study shows that
the proposal would preclude future as-
signments only on Channel 257A. The
Texas communities without local aural
broadcast service, which are located in
the precluded area, are Big Sandy
(pop. 1,022), Overton (pop. 2,084), and
Troup (pop. 1,668). A future FM as-
signment at Gladewater, Tex. (pop.
5,574), which has a daytime-only AM
station, would also be precluded.
-4. Petitioner states that Whitehouse

is a growing community which has in-
creased its city limits three times
during the past 2 Years with the addi-
tion of six residential areas and asserts
that there is also a sizable growth out-

'Public Notice of the petition was given
on June 7, 1978, Report No. 1125.

2Population figures are taken from the
1970 U.S. Census.

side the city limits. We are told that
Whitehouse has an abundance of rec-
reational areas located Just 3 miles
from it at Lake Tyler East and Lake
Tyler West which offer fishing and
camping facilities. Petitioner adds that
Whitehouse, with a mayor-council
form of government, has its own fire
department, police department, out-
patient clinic, churches, schools, and
civic organizations. It notes that Whi-
tehouse is served by a local weekly
newspaper.

5. In opposition, KDOK alleges that
Whitehouse s a tiny bedroom commu-
nity, located within the Tyler urban-
ized area and Is served by all mass
media located in Tyler;, namely, seven
AM and FM stations, television sta-
tions, CATV system, and several news-
papers, and that industry in White-
house is negligible and the recreation-
al areas are owned by the city of
Tyler. KDOK argues that, in consider-
ing market size and media sources, it is
reasonable to anticipate that the addi-
tion of another media outlet may frac-
tionalize advertising revenues to the
extent that existing facilities will be
forced to reduce or curtail services and
programing. KDOK asserts that Whi-
tehouse, as a tiny community, poses
the question of whether a channel as-
signment there would result in an effi-
cient utilization of spectrum space
since it already receives a plethora of
aural services from nearby and adja-
cent communities, and the Channel
257A station at Whitehouse would not
serve an unserved or underserved area.
It potes that the proposed channel
could be assigned to Gladewater, Tex.
(pop. 5, 574), which is about 40 kilome-
ters (25 miles) northeast of Tyler and
which, it alleges, has no local aural
service. It points out that, if the chan-
nel is assigned to Whitehouse, it would
preclude Its use in Gladewater. KDOK
concludes that, since Whitehouse is lo-
cated within the Tyler urbanized area,
receives primary service from a
number of existing aural facilities
nearby and has a very small popula-
tion and economic base, petitioner has
not presented reliable evidence that a
local station is or will be supported by
its residents.

6. In support of the KDOK opposi-
tion, Tyler Broadcasting asserts that
.Smith has failed to support Its propos-
al properly. Tyler asserts that White-
house is not an independent, self-suffi-
cient community. It contends that the
proximity of the two communities re-
quires consideration of a suburban
community issue and it urges denial of
the.petition.

7. The petitioner is requesting as-
signment of a Class A FM channel to a
community of 1,245 inhabitants, which
is located some 14.5 kilometers (9
miles) from the city of Tyler which
has a population of 57,770 persons

38059

(1970 US. Census). For several reasons
we do not think it appropriate to pro-
pose making the assignment at White-
house. It Is a very small community
close to Tyler, a much larger one. Whi-
tehouse's need for the assignment is
not clear, but another assignment in
the area nevertheless might be war-
ranted. Tyler is presently assigned two
Class C and one Class A FM channels.
According to the population guide-
lines, It qualifies for another FM as-
signment. With that in mind, we are
proposing to assign Channel 257A to
Tyler. Assigned in this manner, the
channel would still be available under
the "10-mile" rule for use at White-
house. Before the channel can be as-
signed, we need to be provided with a
showing that a transmitter site meet-
Ing the spacing requirements is availa-
ble from which a Class A FM station
would be able to provide the requisite
city-grade signal over the entire com-
munity of Tyler. The above showing
should be supported by terrain pro-
files to indicate whether or not there
would be an obstacle to signal propa-
gation over the community. The pro-
ponent should also indicate whether
there are any other channels available
for assignment to the communities lo-
cated in the precluded area referred to
In paragraph 3 above.

8. Opponents have questioned the
feasibility of permitting another FM
station to be established in the Tyler
market. Since this quesilon involves
the economics of station operation,
resolution of the Issue is not appropri-
ate at this stage, rather It is our prac-
tice to defer such Issues for considera-
tion in connection with any applica-
tion for construction permit when
there will be greater opportunity to in-
vestigate and weigh the merits of var-
ious allegations.
9. In light of the foregoing, the Com-

mission proposes to amend the FM
Table of Assignments, § 73.202(b) of
the Commission's rules, as follows:.

City and Ciannel No.
Tyler. Tex.; Present: 221A, 226, 268; Pro-

posed: 221A. 226, 257A. 268.
10. The Commission's authority to

institute rulemaking proceedings;
showings required; cut-off procedures;
and filing requirements are contained
in the attached appendix below and
are Incorporated herein.

Norm.-A showing of continuing interest is
required by paragraph 2 of the appendix
before a channel will be assigned.

11. Interested parties may file com-
ments on or before October 16, 1978,
and reply comments on or before No-
vember 6, 1978.

F MERAL COMnuxCATONS
Co= rssroN,

NEAL K. McNAuGm=,
Acting Chief, BroadcastBureau.
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APPENDIX

1. Pursuant to authority found in sections
4(i). 5(d)(1), 303 (g) and (r), ,and 307(b) of
the Communication Act of 1934, as amend-
ed, and §0.281(b)(6) of the Commission's
rules, It is proposed to amend the FM table
of assignments, § 73.202(b) of the Commis-
sion's rules and regulations, as set forth in
the notice of proposed rulemaking to which
this appendix is attached.

2. Showings required. Comments are invit-
ed on the proposal(s) discussed in the notice
of proposed rulemaking to which this ap-
pendix is attached. Proponent(s) will be ex-
pected to answer whatever questionsr are
presented in initial comments. The propo-
nent of a proposed assignment is also ex-
pected to file comments even if it only re-
submits or incorporates by reference its
former pleadings. It should also restate its
present Intention to apply for the channel if
It is assigned, and, if authorized, to build the
station promptly. Failure to file may lead to
denial of the request.

3. Cut-offprocedures. The following proce-
dures will govern the consideration of fil-
ings in this proceeding.

(a) Counterproposals advanced in this pro-
ceeding Itself will be considered, if advanced
in initial comments, so that parties may
comment on them in reply comments. They
will not be considered If advanced in reply
comments. (See § 1.420(d) of Commission
rules.)

(b) With respect to petitions for rulemak-
ing which conflict with the proposal(s) in
this notice, they will be considered as com-
ments in the proceeding, and public notice
to this effect will be given as long as they
are filed before the date for filing initial
comments herein. If they are filed later
than that, they will not be considered in
connection with the decision in this docket.

4. Comments and reply comments; service.
Pursuant to applicable procedures set out in
§§ 1.415 and L420 of the Commission's rules
and regulations, interested parties may file
comments and reply comments on or before
the dates set forth in the notice of proposed
rulemaking to which this appendix is -at-
tached. All submissions by parties to this
proceeding or persons acting on behalf of
such parties must be made in written com-
ments, reply comments, or other appropri-
ate pleadings. Comments shall be served on
the petitioner by the person filing the com-
ments. Reply comments shall be served on
the person(s) who filed comments towhich
the reply is directed. Such comments and
reply comments shall be accompanied by a
certificate of service. (See § 1.420 (a), (b),
and (c) of the Commission rules.)

5. Number of copies. In accordance with
the provisions of § 1.420 of the Commission's
rules and regulations, an original and four
copies of all comments, reply comments,'
pleadings, briefs, or other documents shall
be furnished the Commission. .

6. Public inspection of filings. All filings
made in this proceeding will be available for
examination by interested parties during
regular business hours in the Commission's
Public Reference Room at its headquarters,
1919 M Street NW., Washington, D.C.

(FR Doc. 78-23964 Filed 8-24-78; 8:45 am]
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[6712-01]

[47 CFR Part 73]

[Docket No. 20954; RM-2684; RM-2772;
RM-29821

FM BROADCAST STATION IN STAUNTON, VA.

Proposed Changes in Table of Assignments

AGENCY: Federal Communications
Commission.

ACTION: Second further notice of
prorposed rulemaking.

SUMMARY: This further notice pro-
poses examination of the requested as-
signment of class B FM channel 259 to
Waynesboro, Va., by the alternative of
assigning it to Staunton, Va. This
would also permit licensing of the
channel (if assigned to Staunton) to
Waynesboro under the Commission's
15-mile rule. This proposed amend-
ment to the table of assignments, rule
section 73.202, arises from comments
filed in an earlier proceeding which
initially involved Crozet and Amherst,
Va.

DATES: Comments on the proposed
amendment to the table of assign-
ments must be filed by October 16,
1978, and reply comments by Novem-
ber 6. 1978.

ADDRESS: Federal Communications
Commission, Washington, D.C. 20554.

FOR FURTHER INFORMATION
CONTACT:

Stanley Wiggins, Broadcast Bureau,
202-632-7792.

SUPPLEMENTARY INFORMATION:
The proposed assignments in Crozet
and Amherst, which led to the instant
further notice were resolved in a
report and order found at 43 FR
36942, published August 21, 1978.

In the matter of amendments of
§ 73.202(b), Table of Assignments FM
Broadcast Stations (Staunton, Va.).
Second further notice of proposed ru-
lemaking. (See also 42 FR 58417, No-
vember 9, 1977.).

Adopted: August 17, 1978.

Released: August 24, 1978.

By the Acting Chief,' Broadcast
Bureau:

1. This further notice proposes ex-
amination of the requested assignment
of class B FM channel 259 to Waynes-
boro, Va., and related expressions of
interest in asignig the same frequen-
cy to nearby Staunton, Va., instead. It
arises initially from a counterproposal
made by WANV, Inc., in a separate
proceeding,' which has since been re-

'The first report and brder in docket
20954 (Crozet, Va.), assigns class A channel
to Crozet rather than the originally request-
ed class B FM channel 259 which, if as-
signed, would have precluded use of that
frequency in-Waynesboro or Staunton. The

solved without foreclosing considera-
tion of the counterproposal in this
proceeding.

2. By way of background, the Com-
mission acted in 1967 to provide pro-
tection from Interference to the Na-
tional Radio Astronomy Observatory
("NRAO") at Green Bank, W. Va., and
the Naval Radio Research Station
("NRRS") at Sugar Grove, W. Va. A"radio quiet zone" was established and
several assignments in the affected
area were deleted, including one each
to Waynesboro, Staunton, and Harri-
sonburg, Va. Amendment of Section
73.202, Table of Assignments for FM
Broadcast Stations, docket 16991, 6
FCC 2d 793 (1967). Showings that the
NRAO and NRRS had been consulted
and tentatively approved proposals for
broadcast service were and are expect-
ed as part of petitions for assignment
which propose restoration of deleted
FM channels assigned to communities
in the quiet zone. See, for example,
Amendment of Section 73.202, Table of
Assignments for FM Broadcast Sta-
tions (Harrisonburg, Va.), 14 FCC 2d
814 (1968). After assignment of a fre-
quency in or near this protected area,
applicants for construction permits
are required by 47 CFR 73.215 to
notify NRAO and NRRS as part of the
application procedure. Both the pro-
posals before us in this proceeding
must comply with the quiet zone pro-
cedures at the assignment and applica-
tion stage, but neither party has yet
established clearance for its assign-
ment request by NRAO and NRRS.

3. WANV, Inc., the licensee of
WANV(AM) in Waynesboro, first sug-
gested assignment of channel 259 to
Waynesboro in commenting on a pro-
posal for that channel's assignment to
Crozet, Va. (docket 20954). In Its com-
ments WANV asserted that a class A
facility would be inadequate to serve
Waynesboro because It would neces-
sarily be located on the floor of the
Shenandoah Valley, where unaccepta-
ble interference to quiet zone activities
is more likely, and if directionalized to
avoid such interference would not
reach the western portions of the
Staunton-Waynesboro "market"-
which WANV considers necessary to
the economic viability of such a sta-
tion. In reply comments submitted in
the Crozet proceeding, Augusta
County Broadcasting Corp., licensee of
WTON-AM and WSGM-FM, Staun-
ton, asserted that WANV's counter-
proposal did not meet Commission
standards for assignment of channels
within the quiet zone, and would im-
permissibly intermix the classes of FM
channels in the Staunton-Waynesboro"market." Augusta also stated It would
likely apply for a class B assignment
in Waynesboro if its objections to such

same report an order assigned class B FM
channel 300 to Amherst, Va.
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an assignment were not heeded. As the
resolution of the Crozet proceeding
leaves the requested channel open for
use in the communities of Staunton or
Waynesboro, we are soliciting com-
ments on such an assignment in either
of those communities-or in any other
community which would be precluded
by an assignment to Staunton or
Waynesboro.

4. Staunton (1970 population 24,504)
is located immediately east of the Alle-
gheny Mountains which encompass
the quiet zone observatories, some 196
kilometers (122 miles) southwest of
Washington, D.C. It is presently
served by two AM stations, one of
them full time, and a single class A
FM facility owned by the operator of
the daytime AM facility (WTON), Au-
gusta County Broadcasting Corp.

5. Waynesboro. Waynesboro (1970
population 16,707) is some 19 kilome-
ters (12 miles) east-southeast of Staun-
ton, on the eastern portion of the
Shenandoah Valley, and is presently
served by -two full tine AM stations,
including WANV. Both communities
are incorporated, and are of sufficient
size to warrant assignment of a class B
channel- under our population guide-
lines without requiring a showing of
the special circumstances requisite to
such an assignment where smaller
communities such as Crozet are in-
volved. The Augusta County popula-
tion outside Waynesboro and Staun-
ton is 44,220 (1970).-

6. As noted, WANV, Inc., has pro-
posed assignment of channel 259B to
Waynesboro, which presently has no
FM facilities. Augusta County Broad-
casting Corp., in its reply comments
filed in the Crozet proceeding, suggest
that if any assignment to Waynesboro
is to be made in the face of numerous
existing broadcast services in Augusta
County, a class A facility would ade-
quately serve Waynesboro as Augus-
ta's own WSGM-FM now serves
Staunton. Augusta further states that
if a class B frequency is assigned to
Waynesboro, it would seriously consid-
er applying for it. The record to this
point indicates only one class B fre-
ciuency available for assignment in
this area (after assigning class B chan-
nel 300 Amherst), and no-interest in
class B channel 259 has yet been evi-
denced by the significant precluded
communities of Harrisonburg and
Bridgewater. Entirely apart from such
a prospect, the incomplete submissions
of WANV and Augusta indicate a need
for substantial further information
before determining whether to assign
a class B facility to either of those
communities and, if so, to which one.
Because of the context in which inter-
est in this assignment of channel 259
was first raised, we consider it appro-
priate to invite comments from any in-

terested parties in the precluded com-
munities as well.

7. The inclusion of both Staunton
and Waynesboro in the radio quiet
zone requires that petitions for assign-
ment involving those communities
both recognize and resolve any poten-
tial interference problems which
might be created for the NRAO and
NRRS. The general requirement that
a petition for assignment specify a
community, and state the petitioner's
intent to construct if authorized, was
brought to WANV's attention by the
further notice, but the counterpropos-
al does not include a satisfactory
showing that it has taken the neces-
sary steps to deal with the potential
quiet zone problems involving any
Waynesboro assignment to the satis-
faction of the protected installations.
The earlier deletion of assignments at
Waynesboro, inter alia, found at 6
FCC 2d 793 (1967), as well as prior
practice in protecting the quiet zone
from television interference, 2 make
clear that such a demonstration is ex-
pected as part of a petition for assign-
ment of a frequency toL a quiet zone
community. WANV accurately asserts
that the 1967 deletions of class A fre-
quencies 'assigned to Waynesboro ex-
plicitly left open the prospect of their
replacement if the observatories were
accommodated,3 but this does not re-
lieve petitioners from the requirement
of making a detailed initial showing
that quiet zone installations are In
fact protected by the petition's propos-
al, and are recognized as protected by
NRAO and NRRS.' See generally the
assignment of channel 282 to Harrl-
sonburg, found at 14 FCC 2d 814
(1968). Such a showing must be sub-
mitted with any comments in support
of the assignment set out for comment
by this notice.

8. If the channel were assigned to
Staunton, the larger community would
have the only two channels and It
woutd create intermixture. On the
other hand, assigning It to Waynes-
boro would meanthat a class B chan-
nel was assigned to the smaller com-
munity and a class A channel to the
larger one. Finally, if channel 259
were assigned to Staunton, Its use
could be proposed for Waynesboro as

2Educational Assignment (TV) in Staun-
ton, Va. (docket 16882), 5 FCC 2d 537 (1966),
8 RR 2d 1623.

Mmcndment of Section 73.202,, FM Table
of Assignments (Harrisonburg, Staunton,
and Waynesboro, inter alia), 6 FCC 2d 793
(1967T Two applicants for channel 224A at
Waynesboro were accorded an additional
120 days by the proposal for deletion of that
channel In which to agree with NRAO and
NRRS on a proposed facility, but elected to
withdiaw their petitions.

'This requirement would, of course, apply
to any proposal for a class A assignment to
Waynesboro just as it does to the instant
petition for a higher power class B assign-
ment.
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well since it Is within 15 miles of the
assigned community of Staunton. It is
also true that the existing Staunton
class A licensee could seek to obtain
use of the class B channel there.

9. After consideration of the plead-
ings In this matter, It seems reasonable
to suggest as an initial matter that if
the single class B facility feasible in
this area must be constructed near the
larger of the two communities for
technical reasons, it should be as-
signed to Staunton consistent with
general principles of assignment. It
will also be open to application as a
Waynesboro-licensed facility under
the 15-mile rule. As the two communi-
ties presently have similar levels of
local aural service, such an approach
recognizes the possible difficulties in
assigning a higher power facility with
less natural shielding to the Waynes-
boro area, as well as the broader
public Interest in assigning higher
power facilities to larger communities.
The latter interest is particularly Im-
portant where the net effect is-to
permit applications by parties from
both communities which have ex-
pressed interest-a prospect not tech-
nically possible if channel 259 is as-
signed to Waynesboro. Accordingly,
this notice proposes such an assign-
ment to Staunton.

10. This notice should not be con-
strued as indicating that the overall
desirability of creating future inter-
mixture situations has been resolved,
and we expect commenting parties to
address this problem in light of the ef-
fects of the area's only class B channel
as well as the feasibility of alternative
class A service to Waynesboro. We
expect WANV in particular to directly
address the issue of Waynesboro's
need for a third aural service indepen-
dently of Its position on the technical
feasibility of a directionalized class A
facility.5 Finally, while we have assert-
ed our reasons for proposing a class B
assignment to Staunton, any consider-
ations favoring assignment to Waynes-
boro should be brought to the Com-
mission's attention.

11. Further comments are invited, in
accordance with the discussion supra,
on proposals to further amend the FM
table of assignments (§ 73.202(b) of the
Commission's rules) for the following
community:.

'CommLs-lon staff analysis indicates, for
instance, that channel 240A would be availa-
ble for assignment to Waynesboro if located
at least 10.5 kilometers (6.5 miles) north-
west of the community, and we are solicit-
Ing comments on such an assignment, in-
cluding WANV's -interest In constructing
such a facility If (I) the class B channel is
asaigned to Staunton and WANV fails to
win authority to construct such a facility
and. in the alternative, (ii) no class B chan-
nel Is authorized.
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PROPOSED RULES

Channel No.
City

Present Proposed

Staunton, Va ..................... 228A 228A, 259

12. The Commission's authority to
institute rulemaking proceedings;
showings required; cutoff precedures;
9nd filing requirements are contained
in the attached appendix and are in-
corporated herein.

NOTE.-A showing of continuing interest Is
required by paragraph 2 of the appendix
before a channel will be assigned.

13. Interested parties may file com-
ments on or before October 16, 1978,
and reply comments on or before No-
vember 6, 1978.

FEDERAL COMMNICATIONS

COMSISSION,

NEAL K. MCNAUGHTEN,
Acting Chief, Broadcast Bureaw

APPENDix

1. Pursuant to authority found in sections
4(0), 5(d)(1), 303 (g) and (r), and 307(b) of
the Communications Act of 1934, as amend-
ed, and section 0.281(b)(6) of the Commis-
sion's rules, It Is proposed to amend the FM

table of assignments, section 73.202(b) of
the Commission's rules and regulations, as
set forth in the notice of proposed rulemak-
Ing to which this appendix is attached.

2. Showings required. Comments are invit-
ed on the proposal(s) discussed in the notice
of proposed rulemaking to which this ap-
pendix is attached. Proponent(s) will be ex-
pected to answer whatever questions are
presented in initial comments. The propo-
nent of a proposed assignment is also ex-
pected to file comments even if it only re-
submits or incorporates by reference its
former pleadings. It should also restate Its
present intention to apply for the channel if
it is assigned, and, if authorized, to build the
station promptly. Failure to file may lead to
denial of the request. _

3. Cutoff procedures. The following proce-
dures will govern the consideration of fil-
ings in this proceeding.

(a) Counterproposals advanced in this pro-
ceeding itself will be considered, if advanced
in initial comments, so that parties may
comment on them in reply comments. They
will not be-considered. if advanced in reply
comments. (See § 1.420(d) of Commission
rules.)

(b) With respect to petitions for rulemak-
ing which conflict with the proposal(s) in
this notice, they will be considered as com-
ments In the proceeding, and public notice
to this effect will be given as long as they
are filed before the date for filing initial
comments herein. If they are filed later

than that, they will not be considered In
connection with the decision in this docket,

4. Comments and reply comments; servicei
Pursuant to applicable procedures sot out In
sections 1.415 and 1.420 of the Commission's
rules and regulations, interested parties
may file comments and reply comments on
or before the dates set forth in the notice of
proposed rulemaking to which this appen.
dix Is attached. All submissions by parties to
this proceeding or persons acting on bohalf
of such parties must be made in written
comments, reply comments, or other appro-
priate pleadings. Comments shall be served
on the petitioner by the person filing the
comments. Reply comments shall be served
on the person(s) who filed comments to
which the reply is directed. Such commento
and reply comments shall be accompanied
by a certificate of service. (See § 1.420 (a),
(b), and c) of the Commission rules.)

5. Number of copies. In accordance with
the provisions of section 1.420 of the Com-
mission's rules and regulations, an original
and four copies of all comments, reply com-
ments, pleadings, briefs, or other docnenta
shall be furnished the Commission.

6. Public inspectlon of filings. All fillngsl
made in this proceeding will be available for
examination by interested parties during
regular business hours In the Commlssion'ti
Public Reference Room at Its headquarters,
1919 M Street NW., Washington, D.C.

(FR Doe. 78-23963 Filed 8-24-78; 8:45 am]
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[3410-07]

DEPARTMENT OF AGRICULTURE

Farmers Home Administration

[Designation No. A646]

IOVIA

Designation of Emergency Areas

The Secretary of Agriculture has de-
-termined that farming, ranching, or
aquaculture operations have been sub-
stantially affected in the following
Iowa counties as a result of intermit-
tent hail, high winds, and rain (with
flooding in some areas) during the
period June 1 through July 7, 1978:

Calhoun
Cerro Gordo
Cherokee
Clay.
Franklin
Hiamilton

Humboldt
Kossuth
Sac
Webster
Woodbury

Therefore, the Secretary has desig-
nated these areas as eligible for emer-
gency loans pursuant to the provisions
of the Consolidated Farm and Rural
Development Act, as amended, and
the provisions of 7 CFR 1904 subpart
C, exhibit D, paragraph VB, including
the recommendation of Gov. Robert
D. Ray that such designation be made.

Applications for emergency loans
must be received by this department
no later than February 12, 1979, for
physical losses and August 15, 1979,
for production losses, except that
qualified borrowers who receive initial
loans pursuant to this designation
may be eligible for subsequent loans.
The urgency of the need for loans in
the designated area makes it impracti-
cable and contrary to the public inter-
est to give advance notice of proposed
rulemaking and invite public participa-
tion.

Done at Washington, D.C., this 18th
day of August 1978.

GORnON CAVANAUGH,
Administrator,

Farmers HomeAdministration.
R Doc. 78-23895 Filed 8-24-78; 8:45 am]

[3410-07]

[Designation No. A6451

KANSAS

Designation of Emergency Areas

The Secretary of Agriculture has de-
termined that farming, ranching, or
aquaculture operations have been sub-
stantially affected in the following
Kansas counties as a result of hail,
wind, rain (with some flooding), and/
or tornadoes during the incidence
period April 30 through June 20, 1978:

Barton
Butler
Clark
Edwards
Ellsworth
Finney
Ford
Gray
Greeley
Hamilton
Hodgeman

Jackson
Jewell
Marion
Meade
Miami
Montgomery
McPherson
Reno
Rice
Sherman
Wichita

Therefore, the Secretary has desig-
nated these areas as eligible for emer-
gency loans pursuant to the provisions
of the Consolidated Farm and Rural
Development Act, as amended, and
the provisions of 7 CFR 1904 subpart
C, exhibit D, paragraph VB, including
the recommendation of Gov. Robert F.
Bennett that such designation be
made.

Applications for emergency loans
must be received by this Department
no later than February 7, 1979, for
physical losses and August 13, 1979.
for production losses, except that
qualified borrowers who receive initial
loans pursuant to this designation
may be eligible for subsequent loans.
The urgency of ihe need for loans in
the designated area makes It Impracti-
cable and contrary to the public inter-
est to give advance notice of proposed
rulemaking and Invite public participa-
tion.

Done at Washington, D.C.. this 18th
day of August, 1978.

GORDON CAVANAUGH,
Administrator,

Farmers Home Administration.
EFR Doc. 78-23896 Filed 8-24-78; 8:45 am)

[3410-07]

[Designation No. A6441

MASSACHUSETTS

Designation of Emergency Areas

The Secretary of Agriculture has de-
termined that farming, ranching, or
aquaculture operations have been sub-
stantially affected in Bristol County,
Mass., as a result of excessive rainfall
September 15 through October 15,
1977.

Therefore, the Secretary has desig-
nated this area as eligible for emergen-
cy loans pursuant to the provisions of
the Consolidated Farm and Rural De-
velopment Act, as amended, and the
provisions of 7 CFR 1904 subpart C,
exhibit D, paragraph VB, including-
the recommendation of Gov. Michael
S. Dukakis that such designation be
made.Applicatons for ,emergency loans

must be received by this Department
no later than February 5, 1979, for
physical losses and August 9, 1979, for
production losses, except that quail-
fled borrowers who receive initial
loans pursuant to this designation
may be eligible for subsequent loans.
The urgency of the need for loans in
the designated area makes it impracti-
cable and contrary to the public inter-
est to give advance notice of proposed
rulemaking and invite public participa-
ton.

Done at Washington, D.C., this 18th
day of August 1978.

GORDON CAVANAUGH,
Administrator,

Farmers HomeAdministration.
[FR De. 78-23897 Filed 8-24-78; 8:45 am]

[3410-07]

[Deslanation No. A6431

NEBRASKA
Designation of.Emergency Areas

The Secretary of Agriculture has de-
termined that farming, ranching, or
aquaculture operations have been sub-
stantially affected in the following Ne-
braska counties as a result of hail and
high winds In Boyd County;, June 21,
1978, Dakota, Dixon, Logan, and
McPherson Counties; June 17, 1978,
and York County; May 30, 1978; hail,
rain and high winds in Gage County;,
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- May 30, 1978; and hail, high winds,
tornadoes, rain, and flooding in
Brown, Keya Paha, and Rock Coun-
ties; June 21, 22, and 25, 1978. Brown,
Keya Paha, Logan, McPherson, and
Rock Counties also reported insect in-
festation (grasshoppers).

Therefore, the Secretary has desig-
nated these areas as eligible for emer-
gency loans pursuant to the provisions
of the Consolidated Farm and Rural
Development Act, as amended, and
the provisions of 7 CFR 1904 subpart
C, exhibit D, paragraph VB, including
the recommendation of Gov. J. James
Exon that such designation be made.

Applications for emergency loans
must be received by this Department
-no later than February 5, 1979, for
physical losses and August 9, 1919, for
production losses, except that quali-
fied borrowers who receive initial
loans pursuant to this designation
may be eligible for subsequent loans.
The urgency of the need for loans in
the designated area makes it impracti-
cable and contrary to the public inter-
est to give advance notice of Lroposed
rulemaking and invite public participa-
tion.

Done at Washington, D.C., this 18th
day of August 1978.

GORDON CAVANAUGH,
Administrator,

Farmers Home Administration.
(FR Doe. 78-23898 Filed B-24-78; 8:45 am]

[3410-07]

[Designation No. A647]

TEXAS

Designation of Emergency Areas

The Secretary of Agriculture has de-
termined that farming, ranching, or
aquaculture operations have been sub-
stantially affected in the following
Texas counties as a result of drought
July 1, 1977, through June 1, 1978, in
Crockett County; January 1, 1978,
through June 9, 1978, in Culberson,
Hudspeth, and Jeff Davis Counties;
September 1, 1977, through June 30,
1978, in Taylor County, March 1, 1977,
through June 14, 1978, in Terrell
County; and June 1, 1977, through
May 31, 1978, in Val Verde County;
and also hailstorms June 2, 1978, in
Culberson County; June 2 and June 4,
1978, in Hudspeth County; and June 5
and June 6, 1978, in Terrell County.

Therefore, the Secretary has desig-
nated these areas as eligible for emer-
gency loans pursuant to the provisions
of the Consolidated Farm and Rural
Development Act, as amended, and
the provisions of 7 CFR 1904, subpart
C, exhibit D, paragraph VB, including
the recommendation of Gbv.'Dolph
Briscoe that such designation be
made.

Applications for emergency loans
must be received by this Department
no later than February .12, 1979, for
physical losses and August 15, 1979,
for production losses, except that
qualified borrowers who receive initial
loans pursuant to this designation
may be eligible for subsequent loans.
The urgency of the need for loans in
the designated area makes it impracti-
cable and contrary to the public inter-
est to give advance notice of proposed
rulemaking and invite public participa-
tion.

Done at Washington, D.C., this 18th
day of August 1978.

GORDON CAVANAUGH,
Administrator,

Farmers Home Administration.
[FR Doe. 78-23899 Filed 8-24-78; 8:45 am]

[6320-01]

CIVIL AERONAUTICS BOARD

[Order 78-8-103; Docket 33237, et al.1

CALIFORNIA-ARIZONA LOW FARE ROUTE
PROCEEDING, ET AL

Order Instituting Proceeding

Adopted by the Civil Aeronautics
Board at its office in Washington,
D.C., on the 18th day of August 1978.

In the matter of California-Arizona
low fare route proceeding, Docket
33237; applications of Hughes -Air
Corp., d.b.a. Hughes Airwest, Docket
32286; Pacific Southwest Airlines, Inc.,
Docket 32129; Trans World Airlines,
Inc., Docket 32309; Western Air Lines,
Inc., Docket 32303.

On February 15, 1978, Pacific South-
west Airlines (PSA) filed an applica-
tion in Docket 32139 requesting non-
stop authority between Los Angeles
and San Diego, Calif., on the one
hand, and Phoenix, Ariz., on the
other. It also seeks authority to carry
interstate Phoenix traffic on all of its
California segments which have been
authorized by the California Public
Utilities Commission. On March 7,
1978, PSA filed a motion requesting a
hearing on this application. In support
of its motion, PSA states that it will
bring the benefits of its systemwide
low fare services to these two large
California-Phoenix markets. PSA
promises reductions of 29 percent in
the standard coach fare in the Los An-
geles-Phoenix market and 38 percent
in San Diego-Phoenix. The carrier also
suggests that by tacking this new au-
thority to its existing intra-Caifornia
route system, it will be able to provide
first single-plane service in the Phoe-
nix - Stockton/Fresno/Monterey/Sac-
ramento markets.

Three carriers, Hughes Airwest,
Trans World Airlines, and Western Air
Lines, filed motions to consolidate re-

lated applications with any proceeding
instituted to consider PSA's applica-
tion in Docket 32129. Airwest has ap-
plied for Identical authority in Docket
32286. TWA has applied In Docket
32309 for new authority In the Phoe-
nix-San Diego and Phoenix-Palm
Springs markets. Western's applica-
tion in Docket 32303 requests the re-
moval of restrictions in each of six
Phoenix markets,' and new authority
between Tucson and Phoenix and
seven Tucson-California markets.'
TWA promises a 32-percent reduction
in the standard coach fare between
Phoenix and Palm Springs. Western
promises no specific fare reductions,
but its motion to consolidate argues
that the expansion requested by West.
ern will "enable consideration of non.
stop low fare services" between Phoe-
nix and Tucson and many California
points.2

Several persons have filed answers
to the PSA motion for hearing and to
the motions to consolidate. American
Airlines opposes both the former and
TWA's motion to consolidate. Ameri-
can argues that all of these markets
are well served and that American's
Super-Saver fares already provide pas-
sengers in these markets with substan-
tial savings. Western filed a short
answer asking the Board to defer con-
sideration of the PSA motion until It
could consider Western's own motion
to consolidate. TWA answered the
PSA motion in the following fashion:
it supports the requests for hearing of
the needs of the Phoenix-San Diego
market; it would have the Board add
consideration of the Phoenix-Palm
Springs market; and it opposes consid-
eration of the Phoenix-Los Angeles
market. PSA filed an answer In opposi-
tion to Western's motion to consoli-
date, urging the Board to confine Its
investigation to the Phoenix-Los Ange-
les/San Diego markets In order that
its application might be processed
more quickly.

Hughes Airwest filed an answer to
Western's motion to consolidate. Air-
west opposes expanded consideration
of any markets beyond the three sug-
gested by PSA and TWA (Phoenix-Los
Angeles/San Diego/Palm Springs). It
characterizes the Western motion to
consolidate as an attempt to delay
Board consideration of the service
needs of the larger markets where
Western is an incumbent. Airwest also
notes that many of the markets for
which Western seeks consolidation are
quite small (5 of the Tucson markets

'Between Phoenix and: Los Angeles/Long
Beach, Oakland, Ontario/San Bernardino,
Palm Springs, Sacramento, and San Francis.
co/San Jose.

2Between Tucson and: Los Angeles/Long
Beach, Oakland, Ontarlo/San Bernardino,
Palm Springs, Sacramento, San Diego, and
San Francisco/San Jose.

3Western motion to consolidate at pp. 2-3.
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each had less than 30 daily local and
connecting passengers in the year
ended March 31, 1977).

United States Senator Dennis De-
Concini and the Arizona parties 4 each
filed answers in support of the PSA
motion. The Tucson Airport Authority
filed an answer in supportof West-
ern's motion to consolidate. Finally,
the State of California and the Cali-
fornia Public Utilities Commission
filed a joint petition to intervene.

We have decided to grant PSA's
motion for hearing and institute the
California-Arizona Low Fare Route
Proceeding, Docket 33237. We have
also decided to conduct a broad inves-
tigation of the scope suggested by
TWA and Western rather than con-
fine the proceeding to the two markets
advanced by PSA. The investigation
shall consider the need for new non-
stop authority in the following mar-
kets:
Phoenix-Tucson Tucson-Los Angeles
Phoenix-Los Angeles Oakland

Ontario Ontario
Palm Springs Palm Springs
San Francisco Sacramento
San Jose San Francisco
San Diego San Jose
Phoenix-Oakland- Phoenix-Sacra-

mento, and Tucson-San Diego will not
be included since the needs of these
three markets will be considered in
other proceedings (Docket 30699,
Docket 28981 and Docket 32709, re-
spectively). We have set down San
Jose as a separate point and eliminat-
ed San Bernardino and Long Beach on
the assumption that Western included
these cities only because of their ap-
pearance in its current certificate.

As we have made clear in recent de-
cisions (see, e.g., Service to Oakland
Case, Order 78-4-121), we believe that
market forces are in most circum-
stances more likely then selections of
carriers by the Board to result in opti-
mum service at optimum faxes since
the market therefore consider the pos-
sible grant of permissive authority to
all fit, willing and able applicants, and
the extent to which such awards en-
courage the efficiency, innovation and
competition deemed to be in the
public interest by Section 102 of the
Act. In view of this, we are less in-
clined than we were when we laid
down the policy in our order institut-
ing the Chicago-Albany/Syracuse-
Boston Competitive Service Investiga-
tion, Order 77-12-50, to give heavy
weight in carrier selection to the offer
or failure to offer low prices, since
open competition will ensure these
offers more effectively than restrictive
carrier selections based on their prom-
ise.

We are therefore concerned about
the delay and costs of the evidentiary

'The Arizona Department of Transporta-
tion, the City of Phoenix, and the Phoenix
Metropolitan Chamber of Commerce.

burdens which traditional carrier-se-
lection cases entail for the parties, the
Board and the Board's staff, and par-
ticularly with the burden of introduc-
ing and evaluating evidence that will
be unnecessary if the case results in
multiple permissive awards. We invite
the parties and the administrative law
judge to explore ways of reducing the
quantity of required exhibit material,
eliminating duplication and superflu-
ous detail, standardizing methodology,
and focusing on the significant facts
and assumptions. Specifically, we are
interested in reducing or elimnnating
the tremendous amount of detail on
schedules, traffic, profitability and di-
version typically required to adjudi-
cate the issue of comparative carrier
selection. The possibility of stipulating
facts and eliminating comparative se-
lection evidence should be carefully
explored. In particular, carriers inter-
ested in being selected for a market
only if multiple, permissive authority
is awarded generally should be ex-
cused from submitting the full pano-
ply of comparative selection evidence
for that market5 Further, although
low fares naturally will continue to be
reflected in any revenue estimates sub-
mitted, we are not interested in any
detailed comparative examination of
the price/quality options arrived at by
the. various applicants. Ultimately, of
course, we leave the resolution of all
of these matters to the administrative
law judge.

Accordingly, it is ordered, That:
1. The motion of Pacific Southwest

Airlines for Inmediatp hearing of its
application In docket 32129 be granted;

2. An investigation to be known as
the California-Arizona, Low Fare
Route Proceeding, Docket 33237. be In-
stituted under section 204 of the act
and be set for hearing before an ad-
ministrative law Judge of the Board, at
a time and place to be designated
later,

3. The Investigation Instituted In
paragraph 2, above, shall consider

5Moreover, for those who wish to pursue a
traditional carrier selection theory of the
case, detailed cost accounting evidence, e.g.,
separate estimates for every segment or
each type of fare. need not be required to
justify the various price and quality propos-
als. For the Board's purposes, an analysis of
profit of any applicant's proposal shall be
adequate If the expense estimates are calcu-
lated In accordance with the methodology
described for local service carrier route ap-
plicants in the Board's procedural regula-
tions. 14 CFR 302.1101 et seq., Subpart K
and PR-172, April 14, 1978. Applicants. In-
cluding new entrants, whose data are not In-
cluded in this costing system shall submit
costings based on their internal company
data, in Subpart K format to the extent fea-
sible. While all applicants are of course free
to include estimates of expense computed
using a different methodology, we do not
believe that it Is a fruitful use of the appli-
cants', the staff's or the Board's resources to
require an analysis of the cost of an appli-
cant's proposal by a second costing method.

whether the public convenience and
necessity require that new nonstop au-
thority -be granted in the following
markets:
Phoenix-Tucson Tucson-Los Angeles
?hoenLx-Los Angeles Oakland

Ontario Ontario
Palm Springs Palm Springs
San FrancLsco Sacramento
San Joie San Francisco
San Diego San Jose
4. If the answer to the issues in para-

graph 3, above, is affirmative, the in-
vestigation shall consider which air
carrier or carriers should be author-
ized to provide service in each market
and whether any new or existing au-
thority should be subject to any terms,
conditions, or limitations;

5. If an interstate carrier applicant
for the authority in paragraph 3 is se-
lected, the Investigation shall consider
whether It should be permitted to
carry these passengers on its oper-
ations conducted pursuant to authori-
ty Issued by the California Public Util-
ities Commission, and also the appro-
priate form of such authority under
the Federal Aviation Act of 1958, as
amended:

6. The investigation shall consider
whether the applicants are fit, willing,
and able to perform properly the
transportation proposed in their appli-
cations and to conform to the provi-
slons of the Federal Aviation Act of
1958, as amended;

7. Any authority awarded in this in-
vestigation be category 3I subsidy in-
eligible;

8. The motions to consolidate of
Hughes Airwest In docket 32286, Trans
World Airlines in docket 32309 and
Western Air Lines in docket 32303 be
granted to the extent indicated above;
to the extent not granted, they be
denied;

9. The applications of Hughes Air-
west in docket 32286. PSA in docket
32129, TWA in docket 32309, and
Western in docket 32303 be consolidat-
ed to the extent that they conform to
the scope of the investigation de-
scribed in paragraph 3, above; to the
extent that they do not conform to
the scope of the investigation de-
scribed In paragraph 3, as to the scope
of the proceeding described in docket
32709,6 they be dismissed;

10. The following be made parties to
the Investigation instituted by para-
graph 2, above: American Airlines,
Hughes Airwest, Pacific Southwest
Airlines, Trans World Airlines, West-
ern Air Lines, the Arizona parties, the
State of California, and the California
Public Utilities Commission, and the
Tucson Airport Authority;

11. Applications, amendments to ap-
plications, motions to consolidate, and

6The Tucson-San Diego parties of West-
ern's application In docket 32303 has been
consolidated In docket 32709. order 78-7-
163. July 31, 1978.
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petitions for reconsideration of this
order shall be filed within 20 days of
the date of service of this order and
answers shall be filed Within 10 days
after that;7 and

12. All carriers filing applications or
amendments to applications which
they seek to have consolidated-into
this proceeding shall file environmen-
tal evaluations under-section 312.12 of
the Board's regulations within 30 days
of the date of service of this order.

This order will be published in the
FEDERAL REGISTER.

By the Civil Aeronautics Board.8

PHYLLIS T. KAYLOR,
Secretary

O'MELIA, ME BER, SEPARATi.
STATEMENT

I strongly favor the institution of a
proceeding to ascertain whether the
public convenience and necessity re-
quire new nonstop authority in select-
ed California-Arizona markets. There
are, however, two aspects of the
Board's instituting order on which I
would briefly comment.

First, in this case the Board once
again asserts its predilection to have
the market place determine what
might constitute optimum service in a
given market, and, accordingly, makes
known its predisposition to grant per-
missive authority to all fit, willing, and
able applicants. I have lreviously ex-
pressed in the Oakland Service Case
(Order 78-4-121, April 19, 1978) and in
the Chicago-Midway Low Fare Route
Proceeding (Order 78-4-40, July 12,
1978; dissenting statement issued
August 11, 1978) my reservations as to
the legal validity of the multiple per-
missive award concept, despite its pro-
competitive benefits, and have indicat-
ed my preference that the Board not
Interject that concept routinely into
every route proceeding (see concurring
statement in United States-Benelux
Low-Fare Proceeding, Order, 78-6-97,
June 13, 1978.) I am particularly con-
cerned that the Board should do this
since there is some likelihood that the
multiple permissive award policy
might be challenged in court as soon
as a multiple permissive award case
reaches an appealable stage, and it is
not inconceivable that a court might
find such a policy in conflict with our
present act.9 However, I take note of

, We delegate to the presiding administra-
tive law judge the authority to consolidate
by order any applications which conform to
the scope of the proceeding.

'All Members concurred and Member
O'Melia filed the attached separate state-
ment.

?Although multiple permissive awards, as
such, are not presently under court review,
the validity of permissive awards is already
being litigated. (See Delta v. C.A.B.,
C.A.D.C. No. 78-1516, filed 6-8-78, and Delta
v. C.A.B., C.A.D.C. No. 78-1719, filed 7-28-
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the Board's determination to continue
to press forward with this policy in Its
instituting orders, and will withhold
further comment on that until such
time as a definitive multiple permis-
sive award is made.

Similarly, I Would note that this
order reasserts the Board's decision to
give new direction in route cases to the
parties and to the administrative law
judges with respect to reducing evi-
dentiary burdens which traditional
carrier-selection cases entail, particu-
larly in cases resulting in multiple per-
missive awards. I have previously ex-
pressed my disagreement with this so-
called "boilerplate." 10 Again recogniz-
ing the Board's decision to insert this
new orientaion into future route cases,
I will, without prejudice to my posi-
tion, iefrain from commenting on this
development in future instituting
orders.

RrcaAP J. O'MsELIA.
(FR Doc. 78-23995 Filed 8-24-78; 8:45 am]

[6320-01]
CONTINENTAL AIRLINES, INC.

Proposed Approval

Application of Continental Air
Lines, Inc., for exemption or approval
under section 408 of the Federal Avi-
ation Act of 1958, as amended, docket
33096.

Notice is hereby given, pursuant to
the statutory requirements of section
408(b) of the Federal Aviation Act of
1958, as amended, that the under-
signed intends to issue the attached
order under delegated authority. In-
terested persons are hereby afforded
until September 5, 1978, to file com-
ments or request a hearing with re-
spect to the action proposed in the
order.

Dated at Washington, D.C., August
22, 1978.

MIcHAEL E. LEvIN,
Director, Bureau of

Pricing and Domestic Aviation.
[Docket 330961

ORDER OF APPROvAL

Issued under delegated authority.
Application of Continental Air Lines, Inc.,

for approval or exemption under section 408
of the Act.

78.) It is unlikely that the Board will have
any indibation of how those two cases which
have now been consolidated, may be decided
until sometime next spring. An adverse find-.
ing in that proceeding, could significantly
disrupt a number of cases recently institut-
ed by the Board, particularly where we have
so limited the record as to require, on
remand, a new hearing and not merely a
review of an existing incomplete record.

"'See concurring and dissenting statement
in Florida Service Case, Order 78-7-128,
July 25, 1978 and dissenting statement in
Order 78-8-48, August 10, 1978, which intro-
duced the "boilerplate" language into nine
route cases previously instituted.

Continental Air Lines, Inc., requests the
Board to approve or exempt its acquisition
of the assets of the Aviation Services Divi-
sion of PRC Computer Center, Inc., under
section 408 of the Act.

The Aviation Services Division (ASD) of
PRC provides computerized flight plans for
commercial airlines. PRC Is Interested in
selling ASD because of Its persistent losses.
Continental, a small trunk air carrier,
wishes to buy ASD to supplement its pres-
ent flight planning services. The air carrier
believes that through consolidation it may
realize a profit in providing flight planning
services for commercial aircraft.

In support of its request. Continental
states that the acquisition will have no anti.
competitive effects since the market for
flight planning services remains fluid, with
numerous competitors and with short-term
contracts that maintain the flexibility of
the contracting air carriers; ' that Continen.
tal's share of this market, even when added
to ASD's share, is less than 8 percent of the
domestic market and less than 20 percent of
the foreign market; 2 that, in fact, the acqui-
sition may enhance competition since ASD
may be deemed a "failing company"; and
that the acquisition of ASD will not jeopar.
dize Continental's own financial stability
for, even if ASD's losses continue, they rep.
resent a small fraction of Continental's op-
erating revenues.

No one has fied comments on this appli-
cation or requested a hearing.

We conclude that Continental is a certifi-
cated air carrier whose acquisition of ASD, a
person engaged in a phase of aeronautics, Is
subject to section 408(a)(6) of the Act. How-
ever, the acquisition, we conclude, will not
affect the control of an air carrier directly
engaged in the operation of aircraft in air
transportation, or tend to restrain trade un-
reasonably, substantially lessen competi.
tion, or create a monopoly. The transaction
was the result of arm's length bargaining,
and there appear to be no Interlocking rela.
tionships between Continental and PRC, No
person disclosing a substantial interest in
the proceeding Is currently requesting a
hearing, and we conclude that the public in-
terest does not require a hearing, since the
transaction appears consistent with the
public interest and meets the requirements
of section 408, The acquistion will allow ex-
pansion of Continental's flight planning ser-
vices, without curbing competition in the
market for these services. The combined
market share of Continental and ASD will
continue to be small. Nor should the acqui-
sition threaten Continental's ability to per-
form its certificate obligations as the poten.
tial losses are insignificant relative to Con.
tinental's resources.

3

We find, under authority delegated by the
Board in Its regulations, 14 CFR 385.13, that
it is in the public interest to approve with
out hearing the acquisition described above
under the third proviso of section 408(b),
and that all other requests In this applica.
tion should be dismissed.

We have published In the FEDERAL REols-
TE a notice of intent to dispose of this ap.

1ASD's and Continental's principal com-
petitors are Lockheed, United, Eastern, Pan
Am. and KLM. .
2As defined by the number of aircraft for

which flight plans are provided by all flight
planning contractors.

'No interlocking relationships will be cre.
ated by this acquisition, although Continen.
tal Intends to offer continued employment
to ASD's key employees.
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plication without a hearing and have fur-
nished a copy of such notice to the Attorney
General not later than the day after such
publication, both in accordance with the re-
quirements of section 408(b) of the Act.

Accordingly, It is ordered, That: 1. The ac-
quisition- of ASD by Continental be ap-
proved under section 408(b) of the Act; and

2. Except to the extent specifically grant-
ed here, the application be dismissed.

Persons entitled to petition the Board for
review of this order under the Board's regu-
lations, 14 CFR 385.50, may file such peti-
tions within 10 days of the date of service of
this order.

This order shall be effective and become
the action of the Civil Aeronautics Board
upon expiration of the above period unless
within such period a petition for review is
filed, or the Board gives notice that it will
review this order on its own motion.

MICHAE E. LzV37M
Director, Bureau of

Pricing and Domestic Aviation.

Secretary.
[M Doc. 78-23994 Filed 8-24-78; 8:45 am]

[6320-011

[Order 78-8-94; Docket 33216, et aLl

LOUISVILLE-KANSAS CITY NONSTOP ROUTE
INVESTIGATION, ET AL

Order Instituting Investigation

Adopted by the Civil Aeronautics
Board at its office in Washington,
D.C., on the 17th day. of August 1978.

In the matter' of Louisville-Kansas
City nonstop route investigation,
Docket 33216; applications of Frontier
Airlines, Inc., Docket 28183; Ozark Air
Lines, Inc., Docket 31678.

By Order 77-10-94 October 20, 1977,
we stated that the question of addi-
tional service in the Louisville-Kansas
City/St. Louis markets should be set
down for hearing and that any such
hearing should include the question of
the possible deletion of Eastern's Lou-
isville-St. Louis and TWA's Louisville-
Kansas City-authority. We called for
comments on the procedural avenue to
use. By Order 77-12-113, December 22,
1977,-we expanded the issues in the St
Louis-Sam Francisco/ Oakland/San
Jose Nonstop Route Proceeding,
Docket 31491, to include the issue of
new nonstop Louisville-St. Louis au-
thority. We stated that we would
handle Louisville-Kansas City service
matters in a separate order, and we
will do so now.

We have decided to institute the
Louisville-Kansas City Nonstop Route
Investigation, Docket 33216, to consid-
er the need for new nonstop authority
in the Louisville-Kansas City market

As we have made clear in recent de-
cisions (see, -eg., Service to Oakland
Case, Order 78-4-121), we believe that
market forces are more likely to result
in optimum service at optimum fares
since the market selection process op-

NOTICES

erates continuously and efficiently.
We will therefore consider the possible
grant of permlive authority to all fit,
willing and able applicants, and the
extent to which such awards encour-
age the efficiency, innovation, and
competition deemed to be in the
public interest by section 102 of the
act. In view of this, we are less inclined
than we were when we laid down the
policy in our order instituting the Chi-
cago.Albany/Syracuse-Boston Com-
petitive Service Investigation, Order
77-12-50, to give heavy weight in carri-
er selection to the offer or failure to
offer low prices, since open competi-
tion will Insure these offers more ef-
fectively than restrictive carrier selec-
tions based on their promise.

We are therefore concerned about
the delay and costs of the evidentary
burdens which traditional carrier-se-
lection cases-entail for the parties, the
Board and the Board's staff, and par-
ticularly with the burden of introduc-
ing and evaluating evidence that will
be unnecessary if the case results in
multiple permissive awards. We invite
the parties and the administrative law
judge to explore ways of reducing the
quantity of required exhibit material,
eliminating duplication and superflu-
ous detail, standardizing methodology,
and focusing on the significant facts
and assumptions. Specifically, we are
interested in reducing or eliminating
the tremendous amount of detail on
schedules, traffic, profitability and di-
version typically required to adjudi-
cate the issue of comparative carrier
selection. The possibility of stipulating
facts and eliminating comparative se-
lection evidence should be carefully
explored. In particular, carriers inter-
ested in being selected for a market
only if multiple, permissive authority
is awarded generally should be ex-
cused from submitting the full pano-
ply of comparative selection evidence
for that market.' Further, although
low fares naturally will continue to be

'Moreover, for those who wish to pursue a
traditional carrier selection theory of the
case, detailed cost accounting evidence, e.g.,
separate estimates for every segment or
each type of fare, need not be required to
Justify the various price and quality propos-
als. For the Board's purposes and analysis
of profit of any applicant's proposal shall be
adequate if the expense estimates are calcu-
lated In accordance with the methodology
described for local service carrier route ap-
plicants In the Board's procedural regula-
tions. 14 CPR 302.1101 et seq., Subpart X
and PR-172. Apr. 14, 1978. Applicants, In-
cluding new entrants, whose data are not n-
cluded n this costing system shall submit
costings based on their internal company
data, In Subpart K format to the extent fea-
sible. While all applicants are of course free
to include estimates of expense computed
using a different methodology, we do not
believe that it Is a fruitful use of the appli-
cants', the staff's or the Board's resources to
require an analysis of the cost of an appli-
cant's proposal by a second costing method.
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reflected in any revenue estimates sub-
mitted, we are not interested in any
detailed comparative examination of
the price/quality options arrived at by
the various applicants. Ultimately, of
course, we leave the resolution of all
of these matters to the administrative
law judge.

All applications, amendments to ap-
plications, motions to consolidate, and
petitions for reconsideration of this
order shall be filed within 30 days of

-the date of servie of this order and an-
swers shall be filed within 10 days
thereafter. Environmental evaluations
under § 312.12 of the Board's Regula-
tions shall be filed within 30 days of
the date of service of this order.

Accordingly, it is ordered, That:
(1) An investigation designated the

Louisville-Kansas City Nonstop Route
Investigation, Docket 33216, be insti-
tuted under section 204 of the Federal
Aviation Act and set for hearing
before an administrative law Judge of
the Board at a time and place to be de-
termined later,

(2) This case shall consider whether
the public convenience and necessity
require that new nonstop authority be
granted in the Louisville-Kansas City
market; if so, which air carrier(s)
should be authorized; whether the
new or existing authority should be
subject to any terms, limitations, or
conditions; and whether TWA's au-
thority in the Louisville-Kansas City
market should be deleted;

(3) The application of Frontier Air-
lines, in Docket 28183, and Ozark Air
Lines, Inc. in Docket 31678, be consoli-
dated into the proceeding instituted
by (1) above;

(4) Any authority awarded in this in-
vestigation shall be Category II subsi-
dy ineligible;

(5) The following are made parties
to the proceeding instituted in (1)
above: Louisville and Jefferson County
Air Board and Louisville Area Cham-
ber of Commerce, Braniff Airways,
Frontier Airlines, Ozark Air Lines, and
Trans World Airlines;

(6) Applications, amendments to ap-
plications, motions to consolidate, and
petitions for reconsideration of this
order shall be filed no later than Sep-
tember 21, 1978, and answers shall be
filed no later than October 2, 1978; -

and
(7) Frontier, Ozark. Braniff. and any

other applicants shall file environmen-
tal evaluations under § 312.12 of the
Board's Regulations no later than Sep-
tember 21, 1978.

This order will be published in the
FEDERAL Rros=ri.

2We delegate to the presiding administra-
tive law judge the authority to consolidate
by order any applications which conform to
the scope of the proceeding.
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By the Civil Aeronautics Board: 3
PHYLLIS T. KAYLOR,

Secretary.
CFR Dec. 78-23996 Filed 8-24-78; 8:45 am]

[6335-01]
COMMISSION ON CIVIL RIGHTS

ARKANSAS ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

Notice Is hereby given, pursuant to
the provisions of the rules and regula-
tions of the U.S. Commission on Civil
Rights, that a press conference of the
Arkansas Advisory Committee (SAC)
of the Commission will convene at 9
a.m. and will end at 11 a.m. off August
30, 1978, Camelot Inn, Black Knight
Room, Markham and Broadway, Little
Rock, Arkansas 722201.

Persons wishing to attend this open
meeting should contact the Commit-
tee Chairperson, or the Southwestern
Regional Office of the Commission,
106 Broadway, Room 249, San Anto-
nio, Tex. 78205.

The purpose of the meeting is to re-
lease the Arkansas School handbook.

This meeting will be conducted pur-
sueant to the provisions of the rules
and regulations of the Commission.

Dated at Washington, D.C., August
22, 1978.

JonN I. BINKLEY,
Advisory Committee
Management Officer.

CFR Doc. 78-24001 Filed 8-24-78; 8:45 am]

[6335-01]

KENTUCKY ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to
the provisions of the rules and regula-
tions of the U.S. Commission on Civil
Rights, that a conference (press con-
ference) of the Kentucky Advisory
Committee (SAC) of the Commission
will convene at 2 p.m. and will end at 3
p.m. on September 15, 1978, at the
Colt House, Fourth Street at River
Road, General's Room, 2d Floor, Lou-
isville, Ky. 48201.

Persons wishing to attend this open
meeting should contact the Commit-
tee Chairperson, or the Southern Re-
gional Office of the Commission, 175
Piedmont Avenue NE., Atlanta, Ga.
30303.

The purpose of this meeting is that
the SAC will issue a statement regard-
ing the followup activity to the study
on employment in the Kentucky State
Bureau of Police.

This meeting will be conducted pur-
suant to the provisions of the rules
and regulations of the Commission.

3All members concurred.

NOTICES

"Dated at Washington, D.C., August
22, 1978.

JoHNx I. BINKLEY,
Advisory Committee
Management Officer.

[FR Doe. 78-24002 Filed 8-24-78; 8:45 am]

[6335-01]

MICHIGAN ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to
the provisions of the rules and regula-
tions of the U.S. Commission on Civil
Rights, that a planning meeting of the
Michigan Advisory Committee (SAC)
of the Commission will convene at 10
a.m. on September 14, 1978, City Hall,
Room 609, Grand Rapids, Mich. 49503.

Persons wishing to attend this open
meeting should contact the Commit-
tee Chairperson, or the Midwestern
Regional Office of the Commission,
230 South Dearborn Street, 32d Floor,
Chicago, Ill. 60604.

The purpose of this meeting is to
review impact of the Bakke decision in
Michigan, plan for fiscal year 1979.

This meeting will be conducted pur-
suant to the provisions of the rules
and regulations of the Commission.

Dated at Washington, D.C., August
22, 1978.

JOHN I. BII XLEY,
Advisory Committee

Management Officer,
[FR Doc. 78-24003 Filed 8-24-78; 8:45 am]

[6335-01]
MINNESOTA ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

Notice is/hereby given, pursuant to
the provisions of the rules and-regula-
tions of the U.S. Commission on Civil
Rights, that a planning meeting of the
Minnesota Advisory Committee (SAC)
of the Commission will convene at 5
p.m. and will end at 9 p.m. on October
13, 1978, Neighborhood House, 179
East Robie, St. Paul, Minn. 55107.

Persons wishing to attend this open
meeting should contact the Commit-
tee Chairperson, or the Midwestern
Regional Office of the C6mmission,
230 South Dearborn Street, 32d Floor,
Chicago, Ill. 60604.

The purpose of this meeting is to
discuss phase I and II of Police Study,
solicit input from community in west-
side St. Paul.

This meeting will be conducted pur-
suant to the provisions of the rules
and regulations of the Commission.

Dated at Washington, D.C., August
22, 1978,

JOHN I. BINKLEY,
Advisory Committee
Management Officer.

[FR Dce. 78-24004 Flied 8-24-78; 8:45 am]

[6335-01]

TEXAS ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to
the provisions of the rules and regula-
tions of the U.S. Commission on Civil
rights, that a factfinding meeting of
the Texas Advisory Committee (SAC)
of the Commission will convene at 9
a.m. and will end at 5 p.m. on Septem-
ber 12, 1978, thru September 14, 1978,
at American Unity Council, 2300 West
Commerce Street, San Antonio, Tex,
78207.

Persons wishing to attend this open
meeting should contact the Commit
tee Chairperson, or the Southwestern
Regional Office of the Commission,
106 Broadway, Room 249, San Anto-
nio, Tex. 78205.

A hearing on the Immigration Issues
in the State of Texas.

This meeting will be conducted pur-
suant to the provisions of the rules
and regulations of the Commission.

Dated at Washington, D.C., August
22, 1978.

JOHN I. BINKLEY,
Advisory Committee

Management officer
(FR Dce. 78-24005 Filed 8-24-78; 8:45 aml

[6335-01]

VIRGINIA ADVISORY COMMITTEE

Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to
the provisions of the rules and regula-
tions of the U.S. Commission on Civil
Rights, that a planning meeting of the
Virginia Advisory Committee (SAC) of
the Commission will convene at 1 p.m.
and will end at 5 p.m. on September
27, 1978, at John Marshall Hotel (the
Jackson Room), 5th and Franklin
Streets, Richmond, Va. 23919.

Persons wishing to attend this open
meeting should contact the Commit-
tee Chairperson, or the Mid-Atlantic
Regional Office of the Commission,
2120 L Street NW,, Room 510, Wash-
ington, D.C. 20037.

The purpose of this meeting is to
plan 1979 activities of the committee.

This meeting will be conducted pur-
suant to the provisions of the rules
and regulations of the Commission.
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Dated at Washington, D.C., August
22, 1978.

JOHN I. BINy,
Advisory Committee

Management Office.
[FR Doe. 78-24006 Filed 8-24-78; 8:45 am]

[3510-25]

DEPARTMENT OF COMMERCE

industry and Trade Administration

[Order No. 43-1 (Arndt. 1; Transmittal No.
233)]

BUREAU OF EXPORT DEVELOPMENT

Organization and Function Order

This order amends ITA Organization
and F mction Order 43-1 of December
4, 1977 (43.FR 9177), as follows:

Sections 7.02 and 7.05 are revised to
read:

.02 The Major Export Projects Divi-
sion shall- serve as the focal point in
the Department for providing govern-
ment-wide assistance to U.S. firms on
major international business transac-
tions; identify foreign capital projects
and equipment sales opportunities
having major export potential which
should be brought to the attention of
U.S. industry or which are likely to re-
quire special U.S. Government assist-
ance for successful participation by
American firms; inform U.S. firms of
specific large-scale projects and equip-
-ment procurements overseas with-sig-
nificant potential for exports of U.S.
goods and services and assist these
firms on a case-by-case basis in com-
peting for the contracts involved. The
Division communicates directly with"
other Washington agencies and with
U.S. missions abroad as appropriate to
obtain the quick reaction needed to
assist U.S. firms in winning major for-
eign contract awards.

.05 The Overseas Business Oppor-
tunities Division shall be responsible
for the dissemination of fofeign in-
vestment and foreign trade opportuni-
ty data and for providing assistance to
firms in obtaining overseas business.
In this regard it shall be responsible
for the collection of specific foreign
trade opportunity leads and their dis-
semination to interested U.S. firms
through the Trade Opportunity Pro-
gram; identify and register TOP sub-
scribers; develop appropriate trade op-
portunity dissemination formats and
techniques; -identify and distribute to
other offices within ITA export op-
poortunities requiring special han-
dling;, act on U.S. Foreign Service re-
quests for information about specific
U.S. companies, products or processes
in connection with potential export
6pportunities; and provide informa-
tion and counsel, consistent with U.S.
balance of payments policies and ob-
jectives, to U.S. businesspersons con-

NOTICES

cerning their existing and planned
overseas investments; Identify and dis-
seminate for the benefit of the U.S.
business community, foreign invest-
ment, licensing and joint venture pro-
posals; and furnish information to
U.S. foreign investors on private and
public sources of 'investment capital,
particularly foreign sources, guaran-
tees and related types of investment
and loan capital available for financ-
ing investment abroad, particularly de-
veloping countries.

Effective August 11, 1978.
FRANK A. Wsm,

Assistant Secretary
for Industry and Trade.

RrcnAnn GAnmrz,
ActingfDeputyAssistant

Secretary for Export Development.
[FR Doe. 78-23939 Filed 8-24-78; 8:45 am]

[3510-22]
National Oceanic and Atmospheric

Administration

MID-ATLANTIC FISHERY MANAGEMENT
COUNCIL

Public Meeting

AGENCY: National Marine Fisheries
Service, NOAA.
ACTION: Notice of public meeting.
SUMMARY: The Mid-Atlantic Fish-
ery Management Council, established
by section 302 of the Fishery Conser-
vation and Management Act of 1976
(Pub. L. 94-265), will meet to discuss:
(1) Surf clam management plan, (2)
mackerel management plan, (3) squid
management plan, (4) butterfish man-
agement plan, and (5) other adminis-
trative matters. For more information
on the agenda -contact the Executive
Director.

DATES: The meeting will begin at 1
p.m., on September 12, 1978, and ad-
journ approximately 1 pam., on Sep-
tember 14, 1978. The meeting is open
to the public.
ADDRESS: The meeting will be held
at the Airport Motel, Philadelphia In-
ternational Airport, Route 291, Phila-
delphia, Pa. 19153. telephone 215-365-
7000.
FOR FURTHER INFORMATION
CONTACT.

Mr. John C. Bryson, Executive Di-
rector, Mid-Atlantic Fishery Man-
agement Council, North and New
Streets, Room 2115, Federal Build-
ing, Dover, Del. 19901, telephone
302-674-2331.
Dated: August 21, 1978.

- WuiNmF EL MEIoHw,
Associate Director,

National Marine Fisheries Service.
[FR Doc. 78-23876 Filed 8-24-78; 8:45 am]
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[1505-01]
Office of the Secretary

[Department Organization No. 40-I; Amdt.
1; Transmittal 403]

INDUSTRY AND TRADE ADMINISTRATION

Organization Order Series

Correction

In FR Doc. 78-22317 appearing at
page 35522 in the Issue for Thursday,
August 10, 1978, the transmittal
number carried in the heading should
have read "403" instead of "397".

[3910-01]
DEPARTMENT OF DEFENSE

Department of the Air Force

PROPOSED CLOSURE OF GOODFELLOW AFB,
TE).

Environmenlal Impact Analystis Process

AuOusT 22, 1978.
The Air Force has begun the formal

environmental Impact analysis process
for the proposed closure of Goodfel-
low Air Force Base (AFB), Tex.

Preliminary review of Air Force
training requirements indicates that
the-Air Force basing structure is sup-
porting more capacity for training
than required now or in the future. It
thus appears that closure of a training
installation would Improve the facility
utilization and achieve resources sav-
Ings which would then be allocated to
higher priority readiness require-
ments. Goodfellow AFB has been
nominated as a candidate for possible
closure during fiscal year 1980 because
It Is a small, single-mission base with a
relatively high per capita operating
cost. The Air Force cryptological
training mission would move from
Goodfellow APB to Lowry AFB Colo,
or as an alternate, to another ATC in-
stallation, e.g. Sheppard AFB Tex.
Other alternative locations to receive
the cryptological training mission may
develop during the study process.

The environmental Impact analysis
process will consider the impact on the
area surrounding Goodfellow AFB of
the departure of approximately 1,120
assigned military personnel, plus an
average student load of 1,075, and an
estimated change in civilian jobs as
follows:

Loss of approximately.315 Depart-
ment of the Air Force civil service
Jobs.

Loss of other jobs (contract base ex-
change, concessionaire, nonappropriat-
ed fund), as follows.

Approximately 90 full time.
Approximately 160 part time.
The environmental impact analysis

process will also consider the impact
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on the areas surrounding Lowry AFB
and Sheppard AFB of gaining approxi-
mately 570 military and 100- civilian
positions and an average student load
of approximately 1,075.

The environmental impact analysis
process will lead to a formal environ-
mental assessment which will be used
to determine if a draft environmental
impact statement (EIS) will be pre-
pared or if a finding of no significant
impact is appropriate.

If the formal environmental assess-
ment indicates there may be signficant
Impact on the quality of the human
environment, the Air Force will file a
draft EIS with the Environmental
Protection Agency and release it to
the public.

If such impacts are not found, a
finding of no significant impact will be
prepared and released.

Any comments or questions should
be directed to the Deputy of Environ-
ment and Safety, Office of the Secre-
tary of the Air Force, Room 4C885,
the Pentagon, Washington, D.C.
20330, telephone 202-697-9279.

FRANKIE S. ESTEP,
Air Force Federal Register

Liaison Officer.
[FR Doe. 78-23962 Filed 8-24-78; 8:45 am]

[3710-08]
DEPARTMENT OF DEFENSE

Department of Army

PRIVACY ACT OF 1974

New System of Records

AGENCY: Department of the Army,
DOD.
ACTION: Notification of a new system
of records.
SUMMARY: The Department of the
Army proposes a new system of rec-
ords identified as AFAI-1, entitled:
"Federal Acquisition Personnel Infor-
mation System". The record system
notice is published in its entirety
below.
DATES: This system shall become ef-
fective as proposed without further
notice in 30 calendar days from the
date of this publication (September 24,
1D78), unless comments are received
on or before September 24, 1978,
which would result in a contrary de-
termination requiring republication
for further comments.
ADDRESS: Send c6mments to the
system manager identified in the
record system notice.
FOR FURTHER INFORMATION
CONTACT:

Mr. Jack Livingston, Special Assist-
ant to the Director, Federal Acquisi-
tion Institute. Room 7N-08, AMC

NOTICES

Building, 5001 Eisenhower Avenue,
Alexandria, Va. 22333, telephone
202-274-8771.

SUPPLEMENTARY INFORMATION:
The Federal Acquisition Institute
(FAD (formerly called Federal Pro-
curement Institute) was established by
the Office of Management and
Budget, Office of Federal Procure-
ment Policy Memorandum of July 14,
1976. Its functions derive from Title 41
U.S.C. §§ 404, 406 and 411; Title 5
U.S.C. §§ 4103 and 4105; and the Office
of Federal Procurement Policy Memo-
randum of July 14, 1976. For the pur-
pose of the Privacy Act of 1974 (5
U.S.C. § 552a), the FAI is considered a
part of the Department of the Army
whose policy and procedures are pub-
lished in 32 CPR Part 505 and in Army
Regulation 340-21 and shall apply
with equal force lto FAL. The proposed
new system of records was submitted
by the Department of the Army,
which provides administrative support
to the FAI.

The Department of the Army sys-
tems of records notices, as prescribed
by the Privacy Act, have. been pub-
lished in the FEDERAL REGISTER as fol-
lows:
FR Doc. 77-28225 (42 FR 50396) September

28, 1977.
FR Doe. 77-32975 (42 FR 59099) November

15, 1977.
FR Doc. 78-1855 (43 FR 3151) January 23,

1978.
FR Doe. 78-9239 (43 FR 14713) April 7,

1978.
FR Doe. 78-9713 (43 FR 15383) April 12,

1978.
FR Doc. 78-17146 (43 FAh 26606) Jun6 21,

1978.
FIR Doe. 78-17737 (43 FR 27882) June 27,

1978.
FR Doc. 78-18880 (43 FR 29600) July 10,

1978.
FR Doe. 78-19614 (43 FR 30594) July 17,

1978.
FR Doe. 78-21772 (43 FR 34520) August 4,

1978.
The Department of the Army has

submitted a new system report on July
13, 1978, pursuant to the provisions of
the Privacy Act of 1974 (5 U.S.C.
552a(o)).

AUGUST 22, 1978.
MAuRicE W. RocnE,

Director, Correspondence and
Directives, Washington Head-
quarters Services, Department
of Defense.

AFAI-1

System name.
Federal Acquisition Personnel Infor-

mation System

System location:
Federal Acquisition Institute (FAI,

5001 Eisenhower Avenue, Alexandria,
Va. 22333.

Categories 'of individuals covered by the
system:

Personnel of Federal agencies (civil-
ian and military) involved in Federal
acquisition and logistics management.
Such individuals are generally em-
ployed in the Business and Industry
(GS-1100); Equipment, Facilities and
Services (GS-1600); Quality Assur-
ance, Inspection and Grading (GS-
1900); Supply (GS-2000); and Trans-
port-ation (GS-2100) General Schedule
occupational fields, or equivalent mili-
tary fields.

Categories of records in the system:
Records contain biographical data

on individuals such as name, social se-
curity number (SSN), birth date, past
and present pay levels, position title,
occupational series, training, and past
personnel actions. Data also include
employee's work such as description of
tasks, types and, number of contracts
assigned.

Authority for maintenance of the system:
a. Title 41 U.S.C. § 404, 406, and 411,

which established the Office of Feder-
al Procurement Policy (OFPP), OMB,
and requires exebutive agencies to fur-
nish such Office access to all Informa-
tion and records determined to be nec-
essary for the performance of Its mis-
sions.

b. OFPP Policy Memorandum of
July 14, 1976, which established the
Federal Procurement Institute (now
the Federal Acquisition Institute) and
delegated responsibility to the Insti-
tute for the Government-wide plan-
ning, development, Implementation
and evaluation of programs In pro-
curement research, education and
training, and career development.

c. Memorandum of Understanding
for the Sponsorship and Operation of
the Federal Procurement Institute
(May 11, 1976), which Is an agreement
between Its signatories (at present: 24
Federal departments and agencies) for
the interagency sponsorship and oper-
ation of the FAI and further provides
that the FAI's policies and programs
will be under the direction and guid-
ance of a Policy Board comprised of
representatives from the FAI's
member departments and agencies.

d. Title 5 U.S.C. § 4103 and 4105,
which authorize agencies to establish
interagency training facilities such as
the FAI, and to jointly operate train-
ing programs for Government person-
nel.

Routine uses of records maintained In the
system, including categories of users and
the purposes of such uses:

The primary purpose of this system
of records is to enable the FAT to pre-
pare statistical reports on characteris-
tics of the acquisition and logistics oc.
cupations and to periodically contact
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individual employees for personnel re-
search projects that extend over a
period of time (longitudinal studies).
The FAI obtains data from employees
and the management information sys-
tems of its member agencies, applying
such data in the development of train-'
ing, career development, education
and research reports and programs.

Automated data processing services
are provided FAI by the Bureau of
Personnel Management Information
Systems, U.S. Civil Service Commis-
sion; Defense Manpower-Data Center
(Alexandria, Va.); Air Force Human
Resources Laboratory (Lackland Air
Force Base, Tex.); and the.U.S. Army
Military Personnel Center (Alexan-
dria, Va.).

Records at the FAI are used to pre-
pare reports on the acquisition and lo-
gistics workforce, addressing: (a) The
distribution of acquisition and logistics
tasks among Federal occupations,
agencies and pay levels, (b) employee
perceptions of the relative learning
difficulty of each acquisition and logis-
tics task, and (c) the frequency of pro-
motions in acquisition and logistics oc-
cupations as compared to other Feder-
al professional and administrative oc-
cupations. These reports consist .of
summary descriptive statistics only.
No individually identifiable informa-
tion on employees is disclosed in the
reports. Copies of the reports are
therefore made available to Federal
ageficies, educational institutions, and
any other individual who requests gen-
eral statistical information on acquisi-
tion and logistics occupations.

The FAI may transmit lists of
names, SSN's, birth dates, organiza-
tional mailing addresses and phone
numbers of individual employees to
the Federal agencies listed below. Pur-
poses served thereby are to identify
specific individuals who should be in-
cluded in agency reports on members
of the acquisition and logistics work-
force and/or to locate specific individ-
uals for personnel research. No indi-
vidually identifiable data will be dis-
closed that would permit an individ-
ual's employing agency to make a deci-
sion about the individual.
Department of Energy.
National Aeronautics and Space Administra-

tion.
General Services Administration.
Department of Health. Education and Wel-

fare.
Department of Justice.
Department of the Interior.
Environmental Protection Agency.
State Department.
Veterans Administration.
Department of Transp6rtation.
Department -of Treasury.
Department of Agriculture.
Department of Housing and Urban develop-

ment.
Department of Commerce.
Small Business Administration.
United States Civil Service Commission.

Department of Defense.
Department of Labor.
National Science Foundatlon.
Office of Management and Budget.

The above agencies are signatories
to the memorandum of understanding
for the sponsorship and operation of
the FA. No individually Identifiable
information is furnished outside the
agencies enumerated above.

Policies and practices for storing, retriev-
ing, accessing, retaining, and disposing of
records in the system:

Storage:
At FAI Paper records and computer

printouts.
At the U.S. Civil Service Commis-

slon; Defense Manpower Data Center,
Air Force Human Resources Labora-
tory; and-U.S. Army Military Person-
nel Center. Magnetic tapes and discs,
and computer printouts.

The FAI may, on occasion, employ
contractors to print questionnaires,
transfer questionnaire responses to
magnetic tapes and discs, and analyze
responses. No such contractor shall be
allowed to retain any data on individu-
al employees for'longer than 1 year,
and any such contractor shall be obl-
gated to observe the policies and prac-
tices of this notice and in Army regu-
lation 340-21 for storing, retrieving,
accessing, retaining, and disposing of
records in this system.

Retrievability.
By name, SSN, and date of birth.

Safeguards:
Manual records are stored in build-

ings which employ security guards;
records are accessible only to author-
ized personnel.

Automated records are under the
control of a cardkey access system
which requires positive Identification
and authorization, and are located in a
designated controlled area to which
access is limited to selected personnel
only. Output products bear the anno-
tation: "This document contains Priva-
cy Act information and will not be re-
leased unless request meets the re-
quirements of AR 340-21.1

Retention and disposal:
Records are retained indefinitely by

FAI for longitudinal studies of
changes in the acquisition and logis-
tics workforce. Reexamination of the
same population will occur at 4-year
intervals (approximate) to update rec-
ords on work assigned employees. Bio-
graphical data are updated annually
through the acquisition of data from
the Central Personnel Data File of the
U.S. Civil Service Commission and
agency personnel management infor-
mation-systems.

System manager and address:
Director. PAL, 5001 Eisenhower

Avenue, Alexandria, Va. 22333.

Notification procedure:.
Information may be obtained from

the System Manager.

Record access procedures:.
Requests from individuals should be

addressed to the System Manager.
Written requests should contain the
individual's fun name, SSN, birth date,
and current address.

Contesting record-procedures:
The FAI is guided by the Army's

rules for access to records, contesting
contents, and appealing initial deter-
minatlons. These are contained in 32
CFR part 505 (Army regulation 340-
21).

Record source categories:
The Civil Service Commission's Cen-

tral Personnel Data File is the prima-
ry source of biographical data on
members in this system of records.
The primary source of data on work
performed by an employee is the em-
ployee to whom the record pertains.
This information is collected through
questionaires which are reissued to
employees on a 4-year cycle to update
their records. Additional information
may be obtained from management in-
formation systems of Individual's em-
ploying agency, from professional sod-
etles (which would report only the
names and other Identifiers of individ-
ual Federal employees they have certi-
fled as professional acquisition or lo-
gistics specialists), and from educa-
tional institutions (which would report
only the names and other identifiers
of Individual Federal employees who
have attended educational programs
In the fields of acquisition and logis-
tics management) on an annual basis.

Systems exempt from certain provisions of
the act-

None.
CPR Doc. 78-23953 Filed 8-24-78; 8:45 am]

[3710-08]

TOELE ARMY DEPOT, UTAH

Filing of Final Environmental Impact Statement

In compliance with the National En-
vironmental Policy Act- of 1969, the
Army on August 18, 1978, provided the
Environmental Protection Agency
with the final environmental impact
statement concerning disposal of hy-
drogen cyanide at Tooele Army Depot,
Utah.

Copies of the statement have been
forwarded to concerned Federal, State,
and local agencies. Interested organi-
zations or individuals may obtain
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copies from Project Manager for
Chemical Demilitarization and Instal-
lation Restoration, Building E-4585,
Attn: DRCPM-DR-T (Mr. Edward A.
Coale), Aberdeen Proving Ground,
Md. 21010, phone 301-671-2054.

In the Washington area, inspection
copies may be seen in the Environmen-
tal Office, Office of the Assistant
Chief of Engineers, Room 1E676, Pen-
tagon, Washington, D.C. 20310, phone
202-694-1163.

Dated: August 23, 1978.
BRucE A. HILDEBRAND,

Deputy for Environmental Af-
fairs, Office of the Assistant
Secretary of the Army (Civil
Works).

[FR Doc. 78-24048 Filed 8-24-78; 8:45 am]

[3123-01]
DEPARTMENT OF ENERGY

Economic Regulatory Administration

DOMESTIC CRUDE OIL ALLOCATION
PROGRAM

Entitlement Notice for June 1978
In accordance with the provisions of

10 CFR 211.67 relating to the domestic
crude oil allocation program of the De-
partmgnt of Energy (DOE), adminis-
tered by the Economic Regulatory Ad-
ministration (ERA), the monthly
notice specified in § 211.67(i) is hereby
published.

Based on reports for June 1978 sub-
mitted to the DOE by refiners and
other firms as to crude oil receipts,
crude oil runs to stills, eligible product
imports and imported naphtha utilized
as a petrochemical feedstock in Puerto
Rico; application of the entitlement
adjustment for residual fuel oil pro-
duction for sale in the east coast
market provided in § 211.67(d)(4); ap-
plication of the entitlement adjust-
ments for California lower tier and
upper tier crude oil provided in
§ 211.67(a)(4); July 1978 deliveries of
crude oil for storage in the Strategic
Petroleum Reserve; and application of
the entitlement adjustment for small
refiners provided in § 211.67(e), the na-
tional domestic crude oil supply ratio
for June 1978 is calculated to be
.190912.

In accordance with § 211.67(b)(2), to
calculate the number of barrels of
deemed old oil included in a refiner's
adjusted crude oil receipts for the
month of June 1978, each barrel of old
oil is equal to one barrel of deemed old
oil and each barrel of upper tier crude
oil is equal to .185587 of a barrel of
deemed old oil.

The issuance of entitlements for the
month June 1978 to refiners and other
firms is set forth in the appendix to
this notice. The appendix lists the

NOTICES

name of each refiner or other firm to
which entitlements have been issued,
the number of barrels of deemed old
oil included in each such refiner's ad-
justed crude oil receipts, the number
of entitlements issued to each such re-
finer or other firm, and the number of
entitlements required to be purchased
or sold by each such refiner or other
firm.

Pursuant to 10 CFR 211.67(1)(4), the
price at which entitlements shall be
sold and purchased for the month of
June 1978 is hereby fixed at $8.19,
which is the exact differential as re-
ported for the month of June between
the weighted average per barrel costs
to refiners of old oil and of imported
and exempt domestic crude oil, less
the sum of 21 cents.

In accordance with 10 CFR
211.67(b), each refiner that has been
issued fewer entitlements for the
month of June 1978 than the number
of barrels of deemed old oil included in
its adjusted crude oil receipts is re-
quired to purchase a number of enti-
tlements for the month of June 1978
equal to the difference between the
number of barrels of deemed old oil in-
cluded in those receipts and the
number of entitlements issued to and
retained by that refiner. Refiners
which have been issued a number of
entitlements for the month of June
1978 in excess of the number of bar-
rels of deemed old oil included in their
adjusted crude oil receipts for that
month and other firms issued entitle-
ments shall sell such entitlements to
refiners required to purchase entitle-
ments. In addition, certain refiners are
required to purchase or sell entitle-
ments to effect corrections for report-
ing errors for the months September
1975 through May 1978 pursuant to 10
CFR 211.67(j)(1).

The listing of refiners' old oil re-
ceipts contained in the appendix re-
flects any adjustments made by ERA
pursuant to § 211.67(h).

The listing contained in the appen-
dix identifies in a separate column la-
beled "Exceptions and Appeals" addi-
tional entitlements issued to refiners
pursuant 'to relief granted by the
Office of Hearings and Appeals (prior
to March 30, 1978, the Office of Ad-
ministrative Review of the Economic
Regulatory Administration). Also set
forth in this column are adjustments
for relief granted -by the Office of
Hearings and Appeals for 1975 and
1976, which adjustments are reflected
in monthly installments. The number
of installments is dependent on the
magnitude of the adjustment to be
made. For a full discussion of the
issues involved, see Beacon Oil Compa-
ny, et al., 4 FEA par. 87,024 (Nov. 5,
1976).

The listing contained in the appen-
dix continues the "Consolidated
Sales" entry initiated in the October
1977 entitlement notice. The "Consoli-
dated Sales" entry is equal to the June
1978 entitlement purchase require-
ment of Arizona Fuels less a number
of entitlements equal to the amount,
in dollars, of entitlement purchases re-
quired .pursuant to the Court's order
signed July 20, 1978, in United States
of America v. Arizona Fuels Corp. and
Eugene Dalton, President, Civ. 77-689
PHX-CAM (D. Ariz. 1977). The pur-
pose of providing for the "Consolidat-
ed Sales" entry is to insure that Arizo-
na Fuels is not relieved of Its June
1978 entitlement purchase require-
ment and that no one firm will be
unable to sell its entitlements by
reason of a default by Arizona Fuels.
For a full discussion of the Issues In-
volved, see Entitlement Notice for Oc-
tober 1977 (42 FR 64401, Dec. 23,
1977).

For purposes of §211.67(d) (6) and
(7), which provide for entitlement is.
suances to refiners or other firms for
sales of imported crude oil to the U.S.
Government for storage in the Strate-
gie Petroleum Reserve, the number of
barrels sold to the Government to-
taled 5,067,361 barrels.

For purposes of the adjustments to
refiners' crude run volumes under
§ 211.67(d)(4), total production of re-
sidual fuel oil for sale in the east coast
market (in excess of the first 5,000
barrels per day thereof for each refin-
er reporting such production) was
10,934,739 barrels for June 1978. For
that month, Imports of residual fuel
oil eligible for entitlement issuances
totaled 24,541,987 barrels.

In accordance with § 211.67(a)(4),
the number of entitlements Issued to
each refiner reporting receipts of Cali-
fornia lower tier crude oil has been In-
creased by a number of entitlements
equal to the number of barrels of Cali-
fornia lower tier crude oil included In
a refiner's adjusted crude oil receipts
multiplied by a fraction, the numera-
tor of which is $2.38, plus or minus
$0.09 for each degree (counting any re-
maining fractional degree as a whole
degree) that the weighted average
gravity of all California lower tier
crude oil included in that refiner's ad-
justed crude oil receipts either falls
below or exceeds, respectively, 18'
API, and the denominator of which Is
the entitlement price for that month.
In addition, the number of entitle-
ments issued to each refiner reporting
receipts of California upper tier crude
oil has been increased by a number of
entitlements equal to the number of
barrels of California upper tier crude
oil included in a refiner's adjusted
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crude oil ieceipts multiplied by a frac-
tion, the numerator of which Is $1.45,
plus or minus $0.09 for each degree
(counting any remaining fractional
degree as a whole degree) that the
weighted average gravity of all Cali-
fornia upper tier crude oil included in
that refiner's adjusted crude oil re-
ceipts either falls below or-exceeds, re-
spectively, 18' API, and the denomina-
tor of which is-the entitlement price
for that month. The number of barrels
of California lower tier and upper tier
crude oil as reported by refiners to the
DOE, and the weighted average grav-
ity thereof are as follows:

VWelzhted
Volumes avera:e

gravity

Californra lower tier
crude oil - 9.805.403 19,

California upper tier
crude oil 7271554 20

The total number of entitlements re-
quired to be purchased and sold under
this notice is 19,323,216.

Based on reports submitted to the
DOE by refiners as to their adjusted
crude oil receipts for June 1978, the
pricing composition and weighted
average costs thereof are as follows:

Category Volumes Weighted average coft Percent of toti volumes

Lower tier ........... ..... 90.274.922 5.09 19.0
Upper tier -......... 88.555.155 12.60 18.7
Exempt domestic:

Alaskan .......... 32.764.913 12.84 6.9
Stripper ........... 35.338.493 14.52 7.5
Navalpetroleun reserve. 2.701,200 13.44 .6

Total domestic....... 249.694.694 1047 52.7
Total Imported..--....... 224.310,845 14.47 47.3

Total reported crude
oil receipts....... 474.005.539 12.36 100.0

*Individual listings are rounded, and may not total 100 pet. when added.

Payment for entitlements required
to be purchased under 10 CFR
§211.67(b) for June 1978 must be
made by August 31, 1978.

On or prior to September 10, 1978,
each firm which is required to pur-
chase or sell entitlements for the
month of June 1978 shall file with the
DOE the monthly transaction report
specified in 10 CFR § 211.66(1) certify-
ing its purchases and sales of entitle-
ments for the month of June. The
monthly transaction report forms for
the month of June have been mailed
to reporting firms. Firms that have
been unable to locate other firms for
required entitlement transactions by
August 31, 1978, are requested to con-
tact the ERA at 202-254-3336 to expe-
dite consummation of these transac-

tions. For firms that have failed to
consummate required entitlement
transactions on or prior to August 31,
1978, the ERA may direct sales and
purchases of entitlements pursuant to
the provisions of 10 CFR § 211.67(k).

This notice Is issued pursuant to sub-
part G, 10 CFR part 205. Any person
aggrieved hereby may file an appeal
with the Office of Hearings and Ap-
peals in accordance with subpart H of
10 CFR part 205. Any such appeal
shall be filed on or before September
25, 1978.

Issued in Washington, D.C., on
August 21, 1978.

DAVID J. BRDnu,
Administrator, Economic
RegulatoryAdministration.
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ENTITLEHENTS FOR DnEbTIC CMUDE OIL
June 1978

REPORTING FIRM
SHORT NAME

DEEHED OLD OIL
ADJUSTED
RECEIPTS

uCONSOLIDmSALLS w127#467
A-JOHNSON 0
ALLIEO 195,137"
AhER"PETROFINA 793,927
AHENPULTRAHAR 0
AMEHAOAwHESS 1,209,372
AMOCO 9,199,200
AlCmoR 109,800
APCO 54,292
AKCO 41087,207
AgILONA 274,190
ASAMERA 1138,21
ASHLAND 1,266,092
ASIATIC 0
AUGbRURY 0
BASIN 208,152
BAYOU £1,563
BEACON 239,085
BELCHER 0
BI-PFTRO 6,695
bPvTRAOING 0
BRUIN .4,178
C&H 86
CALCASIEU 0
CALUHET 21,714
CANAL 54,261
CARIBOU 82,802
CASTLE 0
CHAhPLIN 1,557,571
ChANTLR 942,707
CmEVRON. 6#180#17
CIRILLO 0
CITGO 1,844,841
CLAIBORNE 89,086
CLANK 194,427
COASTAL 17T,097
COLONIAL 0

-CONOCO 2,1978,69
CORCn 0.
CRA-FARHLAND 3150438
CHOSb 510636
CROnN 311,666
CRYSTALPOIL 177,3b1
CRYSTAL"REF 7,291
,DELTA 206,7b7
DEHMLNO .5,290
DERdY 0
DIAmOnD 478,770
DILLHAN 0
DORCHESTER 956,173
DUW 62,996
EwSEA8OARD 0
ECO 97,569
EDDY SD8l11
ENENGY.COUP 0
ERICKSON 229
EVANGELINE 31,628
EXXON 8,446,659
_EZ-.FEVE 9e669
FARriENS-UN 173,966
FLETCHER 12,076
FLINT 7,519
GARY 109,307
GETTY 896,602
GIANT 59,221-
GLACIER-PARK 90#274
GLADIEUX 69,983
GLENRUCK 842

********* E N T
TOTAL EXCEPTIONS
ISSUED AND APPEALS

0,
1371,536
57,317

788,809
121,945**

2,931,054**
5944p656

1!4,016
76,092

4#322,278
92,004

163,872
2,091,956

108,066
3,084

193,520
47,708

262,879
10,852
127,150
351,202
125,813

161
56,893
28,768
72,986
90,558

374
1,435,44

894,854
6,491,834

21,017
1,462,115

51,183
7050058

1,222,312
29,418

2,282,915
983,777
461,630
94,412

597,823
160,667
26,564

336,013
72,293

198,618**
349,893

2,028
150,893
91,714
36,946
90,671
43,178

772,769

41,960
8,063,801

37803
299,013
184,594

8,835
95,303

941,572
54,781
£6,757
97,537

1,607

0
0
0

0
0
0
0
0
0

0

0
0
0
0
0

0
8,0

0
0
0
0
0o
0
0
0
0
0

0

0
0
0
0
0
0
0
0

0

82,80
0
0
0
0
0
0
0
0
0
0
0

0
0
0
0
0
0
0
0
0
0
0
0
0
0

0

ITLEMENT P081T I ON
ENTITLEMENTS REDUIRED

PHODUCT CALIFORNIA TO BUY

0
14,307

"0

0
0

44,575
0
0
0
0
0
0
0

108,066
3,084

0
0
0

10,852
0
0
0
0
0
0
0
0

379
0
0
0

gl,017
0
0
0

£10,773
29,918
26,779

220,408
0
0
0
0
0

0
0
0
0
0
0

36,996
0
0
0
0
0

390,343
0
0
0
0
0
0
0
0
0
0

0
0
0
0
0
0
0

22,532,
0

75,734
10,731

0

0

65#954
0

412,926
0
0
-0
0
0
0
0
0
0
0

235,550
0

296, 341
.0
0
0
0
0
0

166,929
0
0
0
0
0
0
0

5,29o
0
n
0
0
0
0

31 449
0
0
0
0
0
0
0

2,179
0
0
n
0
0
0
0

0
0

87,520
5#123

0
03,254,594
0
0
0

182,16
0
0
0
0

|1,632
0
0
0
0
0
0
0

0
0
00

212,t127
£7,933

0
0

362,7 26
37,903

0
0
0
0
0
0
0
0

16,694
0
0
0
0

128,927
0

0

0

0

3#0

0
0
0
0
0

0
140

0

0

0
0

62892

0
a

0

0

0
0
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REQUIRED
TO SELL

127,467*
137,536

0
0

121,945
1,721,662

0
14,216

21,800
2351071

0
10,051

775,864
108,066

3,084
0

16, 145
23,794
10185?

120,465
351,20n2
121,35

75
56,893

7,p05
18,725
7,676

374
0
0

311,697
a1,017

0
0

510,631
11095,215

29,118
85,O46

983,777
166,192
42p776

286,157
0

19$273
129,226
67,003
195,618

0
2,028

207,Ob6
28,718
36,946

0
5,060

712,769
181,018
10,332

0
28,119

125,07
172,518

1316
0

44,970
15,560

0
27,554

3,765
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REPJRTING FIRn
SHORT NAME

OEENED OLD OIL
ADJUSTED
RECEIPT

-ke******** E N T
TOTAL EXCEPTION5
ISLIED AND APPEALS

ITLEHENT P0
ENTI TLEMENTS

PRODUCT CALIFDkNIA

GOLOENvEAGLE
GOLDKING
GOOD.tOPE
GUAM
GULF
GuLFwSTS
HIRI
HOWARD
MO#4ELL
HUDSONODIL
HUNT
HUS Y
IfDEPENOENTPRLF
INDIANA"FARm
J&Hv
KENCO
KENTUCKY
KERN
KERR-mCGEE
KOCdi
LAGLORIrA
LAKESIDE
LAKLTON
LITILE-AMER
LDIISIANAwLAND
HACmILLAN
MARATHON
MARION
.MhTHOPOLITAN
HID-AmER
HIO-TEX
Had31.
NOBILE.BAY
MOHAWK
MONUCO
hONSANTO
HORRISON
MOUNTAINEER
MT-AI NY
MURPHY
N-AmERePETRO
NATLwCOOP
NAVAJO
NEVADA
NEWPEDGINGTON
NEl-ENGLuPETRO
NEwuALL
NORTHEAST.PETND
NORTHLAND
NORTHVILLE
DOC
OxNARD
PEmrx
PENNZOIL
.PESTER
PHILLIPS
PHILLIPSOPR
PIONEER
PLACID
PLATEAU
PUWERINE
PH-OLEFINS
PRIDE
PHINCtTON
QUAKERmST
RANCHOPREF
RAYMAL
RICHARDS

0
59,390
55,040

0
7,073, 539

31,374
0
0

190,082
12,905

194,712
40q,006,
46,456
34,926
60,574
22,793
15,765

330,219
1,207,o0
311,153
426,679

6,398
122,395

1,246,32b
187,333
50,607

4,919q789
93,991

0
96,019
16,523

6,083,461
0

382,4£49
0

228,204
14,550
8,973

30,529
775,670
19,016

246,575
335t339
15,046

546,602
0

218t583

0
23,179

0
123,543
4,685

0
391,714
102,676

2,633,847
0

35,712
225,917
134,629
483,975

0
53,278
o5#9q3
38,558

0
519
366

148,444
101,86
260@926
263,069

5,106#905
126,130
127,851
.55#655

268,825
19n,503
217-#302
409,006
125,913
179,904
51,758
33,358
15,1.23

389,247
869, 495
708,831
250,994

55,773
149,494

1,003,145
280,619
144,792

3,115,644
194,504
31,048
36,455
23,528

5,163,775
135,680
,480,535

5,566
267,942
12, 368l
80,542

126,264
691,378
143,198
366,847
329,033
34,196

587,937
232,930
225,729
2,870

16,#411
29,649

207,079
12,969

158,951 **
315,308
204,799

11561,511-
270,179
57,089

282,176
157,922
500,561
63,986

142,467
60,137

228,904
11,622
12,635
bO,2b7
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TIUN
REOUIRED

TO BUY
REOUIkEO
TO SELL

0
0
0

0
0
0
0
0
0
0
0

$39,566
0
0
0
0
0

$67,627
0
0
0
0

37,259
579, 039

0
0
0
0
0
0
0
0
0

172,968
0
0
0
0
0
0
0
0

63,230
0

179,278
0
0
0'
0
0
0
0
0
0
0
0
0
0
0
a
0
0
0
0
0
0
0
0

0
0
0
0

18,615
0
0

35,655
0
0
0
9
0
0
0
0
0
0
0
0
0
0
0
0
0
0
0
0

0
0

gs, 482
0
0

5,566
0
0
0
0
0
0
0
0
0
0

232t 930
0

2,870
0

29,6all
0
0
0
0
0
0

270,179
0
0
0
0

63,986
0
0
0
0
0
0

5
0
0
052,337

0
0
0-
0
0
0
0
0
0
0
0
072, 103

0
0
0
0
0
0
0

8,439
0
0

0

450,992

0
81,583

0
0

0

1671742
0

72,034
0
0

0
0

72,031
0

a

O0
0
0
0
0
0

1501 21n
0
0
0

0
0

0

0

0
0
0
0

1,9b6,634
0
0
0
0
0
0
0
0
0

12,816

642
0

338,415
0

175,685
0
0

243,181
0
0

1,804,145
0
0

,59,624
0

919,686
0
0
0
0

2,162
431

0
64,292

0
0

6#306
0
0
0
0
0

6,768
0
0
0
0

76,406
0

1,052,336
0
0
0
0
0
0
0
0
0
0
0
0

148t444
q2,496

205,8B6
263,089

0
94,756

427,851
35,655
78,743
177,598
22,590O****

79,477
144,978

0
10,565

0
59,028

0
397,678

0
29,375
7;099

0
93,286
94,165

0
100,513
31,048

0
7,005

0
135,680
98,086
5,566

39,738
0
0

95,735
0

124,122
12D,272

0
1911,30
41,335

232,930

2,870
0

298649
83,556
8,284

158,951
0

102,1e3

0
270,179
21,377
56,259
23,293
16,586
63,986
89, 189
66,080

190,3q6
11,622
12,116
5qqol
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REPORTING FIRM
SuiORT NAME

ROAD-OIL
Ruc6-18LAND
SA8l.RPTEX
SAdkE-CAL
SAGE-CREEK
,SANmJOAQUIN
StMINOLE
SENTRY
SMELL
SnEPHERD
SIGhOR
SUvHAMPTON
SOHIO
SOMERSET
SO0lNO
SOuTHERNmUNION
SOUTHLAND
SOUTHhESTERN
SPRAGUE
STEUART
SUNPTRAdING
SuNLAND
8UPIOCU

T&S
TAR ICONE
TENECO
TESURO"
TEXACO
TEXAS AMERICAN
TEXASnASPH
TEXAS-CITY
TMAGAkD
TnRIFTWAY
THUNDERBIHO
TIPPERARY
TONKAhA
T USCD
YUYAL-PETHOLEU1
UCCvCARI8E
UNIONPOIL
UNION-PETRO
U14TOPREF
US-OIL
USA-PETRnCHEM
VAL-VEREE
VLCEkS
VULCAN
WARN IR
RtS1-COAST
wtSTFN
WINSTON
4IREHACK"
WITCn
WYATT
wyOhlNG
YtTTEk
YUUNG

TOTAL

NOTICES

OELHEO OnL OIL
ADJUSTEU
RECEIPTS

0
2b5o610
17,531
3,818
2,420

503? 104
12,136
111757,

9,668,572
48,563
39F612
35,875

1,3!31129
140530

0
256,456
424#893'1523

0

0
0

3,729
4,172,193

0
22,180

0
550,902
127,279

8,54n,970
31,909
5,582

131,717
225,762
33,288
111,668

o3#873
37,887

1,145,808
242,883

0
3#402,281

0
105i660
16,2t7
30,819

223
190,175
5,5b8

-6 4,901

720 55
66,508
105,325

0
85,406

0
38,978

0
51,579

*******,* F N T
TOTAL EXCEPTIONS
SSUED AND APPEALS

2,120 0
297,649 0
197,303 0
800695 0
4,294 0

324,530 P13,450
44,514 0
115,277 0

6,3b9,170 0
71#4b2 0

125,423 -0
125g934 0

2,184,463 0
48881 0
82,936 0

259,123- 0
320,259 129-372

4,161 0
26,043 0
17,797 0
12,890** 0

123,g996 0
.3,114,826 0

24,612 0
64,022 0
10,009 0

532,265 ,0
421,832 0

6,198,609 0
95,596 0
26,ObO 0

187g352 0
198,135 28,056
40pO47 0
129,555 
80,511
49,946 0

2,011,994 747,656
- 366,914 0

155,480 0
2,616,883 0

9,890 0
308,418 0
193,790 0
-180,0b3 0

1,625 0
400,258 0
271',045 0
50,491 14,855

167,580 0
106,093 0
158,614 0

793 0
194,855 0
24,951 0

173,361 0
596 0

47916 13,900

105,274,971 1051274,971

* See discussion in Notice.

** Includes entitlements issued for sales of imported
crude oil to the United States Government for storage
in the Strategic Petroleum Reserve.

Authorization to sell these entitlements is subject to
conditions set forth in a DOE Decision and Order issued
to Commonwealth Oil and Refining Company on March 20,
1978.

I TLEHENT P0 1
ENTITLEMENTS

PRODUCT CALIFORNIA

0
0
0
0
0
0
0
0
0
0
0
0
0
0
0
0
0
0

a6, 043
17,797

0
0
0

94,612
0

10, 009
0
0

178,232
0
0
0
0
0
0
0
0
0
.0

155, 480
5,727
9,890

0
0
0
0
0
0
0
0
0

0
0

0

0
0

0-

0
0

4,248
n

151,633
0

0190,77
0
0
0
0
0
0
0
0
0
0-
0
0

10530
0
0
0
0

11,137
12,1852871462

0
0
0

68,277
0
0
n
0

296,864
0
0

279,273
0
0

4,775
7,768

0
0
0
0

51, 123
0
0
0

24,777
0
0
0
0

T I U N4
REQUIRED
TO BUY

0
0
0
0
0

178,574
0
0

3,299002
0
0
0
0
0
0
0

104,634
362

0
0
0
n

1,057,367
0
0
0

18,637
0

2,342,361
0
0
0

27,627
0
0

3,362
0
0
0
0

7a5,398
0
0
0
0
0
0
0

14,410
0
0
0
0
0
0
0
0

3,bbl

ReQUIkED
TO SELL

2,120

42,039
179,772
76,877
t1874

0
32,378

103,520
0

2?,899
85,811
90,059

833,334
341351
82,936
2l667

0
0

2b 043
11,797
1?,1890

120,267
0

2 4,612
1 ,842

10,009
0

294,553
0

63, 687
20, 4178****
55,605

0
6,759
17,887

0
12,09

866,186
124,091
1 5tbo

0
9t90

202,818
1,77,533
149o244

I,402
210,083
265,477

0
95,225
39,585
S3,289

793
109,449
24,951

134,403
596

0

0 2,115,658 3,706,108 19,33#216 19,323216

This is consistent with the court's order prohibiting
any further entitlement purchase requirements by this
firm pursuant to the terms of the court's Judgment in
Husoil o. v DOE, et al., Civ. Action Us. C77-190-D

D.Wyo., fied March 4, 19 a).

***** This does not include the purchase obligation stayed
by court order in Texas Asphalt & Refinery Co. v. FEA
CiV. Action No. 4-75-268 (H.D. Tex., filed October
31, 1975).

EFR Doc. 78-23999 Filed. 8-24-78; 8:45 am]

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978



[6740-02]

DEPARTMENT OF ENERGY

Federal Energy Regulatory Commission

[Docket No. G-4904 et aL]

AMOCO PRODUCTION CO. ET AL

Applications for Certificates, Abandonment of
Service and Petitions To Amend Certificates

AUGUST 16, 1978.
- Take notice that each of the appli-
cants listed herein has filed an appli-
cation or petition pursuant to section
7 of the Natural Gas Act for authori-
zation to sell natural gas in interstate
commerce or to abandon service as'de-
scribed herein, all as more fully de-
scribed in the respective applications
and amendments which are on file

'This notice does not provide for consoli-
dation for hearing of the several matters
covered herein.

NOTICES

'with the Commission and open to
public inspection.

Any person desiring to be heard or
to make any protest with reference to
said applications should on or before
September 14, 1978. file with the Fed-
eral Energy Regulatory Commission,
Washington, D.C. 20426, petitions to
intervene or protests in accordance
with the requirements of the Commls-
sion's rules of practice and procedure
(18 CFR 1.8 or 1.10). All protests filed
with the Commission will be consid-
ered by it in determining the appropri-
ate action to be taken but will not
serve to make the protestants parties
to the proceeding. Persons wishing to
become parties to a proceeding or to
participate as a party In any hearing
therein must file petitions to Intervene
in accordance with the Commission's
rules.

Take further notice that, pursuant
to the authority contained In and sub-
ject to the jurisdiction conferred upon

3807

the Federal Energy Regulatory Com-
mission by sections 7 and 15 of the
Natural Gas Act and the Commisn's
rules of practice and procedure a hear-
bng will be held without further notice
before the Commission on all applica-
tions in which no petition to intervene
Is filed within the time required
herein If the Commission on its own
review of the matter believes that a
grant of the certificates or the au-
thorization for the proposed abandon-
ment is required by the public conven-
ience and necessity. Where a petition
for leave to intervene Is timely filed, or
where the Commission on its own
motion believes that a formal hearing
is required, further notice of such
hearing will be duly given.

Under the procedure herein pro-
vided for, unless otherwise advised, it
will be unnecessary for applicants to
appear or to be represented at the-
hearing.

KENN= F. PLUME,
Secretary.

Docket No. and date filed Applicant Purchaser and location PrIce per 1.0100 ft' Pre=e base

G-4904. C. July 31, 1978-. Amoco Production Co.. SecurityLfe Bldsg. Cities Service Gas Co.. Julian 1-10 well C') 14.65
Denver. Colo. 80202. zec 10-29S-40W. Hucoton Field. Stanton

County. Kanm.
G-5004. D. July 28.1978 .. Shell 01 Co. 2 Shell Plaa P.O. Box 2099. Texaa Eastern Transmission Corp. N .ada Wells plugged and abandoned and lease ex-

Houston. Tex.7700L field, Colorado County. Tex. plred.
G-5005. D, July 18.1978 . Shell Oil Co .. _ _ _ _ United Gas Pipe Line Co. Red ish Bay Nonproduction since April 1977 and con-

field. Nuc County. Tex. tal= no more d-velopable reses.
G-5073. D. July 28, 1978._. .--. do - Colorado Interstate Gas Co.. Key Dome Ceased production and lease surrendered to

field. Cimarron County. Okla. mineral Interest owners.
0-8837. D. July 31, 1978 -do--... . ---" Tenncsee Gas Pipeline Co. Halter "iand Certain acreagesurrendered.

et al- fields. Plaquemines Parish. La.
G-10143. D. July 17.1978 - Atlantic Richfield Co. P.O. Box 2819. Tennessee Gas Pipeline Co. certain acre- Nonproductive and Applicant had no plans

Dallas, Tex.75221. age in the West Delta area. offshore, to develop this acreage in the fuitur-
LouIsiana.

G-10164, D. July 20. 1978 . Gulf Oil Corp.. P.O. Box 2100. Houston. Tennessee Gas Pipeline Co. Timballer Bay Leases expired and wells plumed and aban-
Tex 7700L field. lafourche Parish and offshor doned.~Lo uisiaa.

G-12761. D. July 27.1978.. The Superior Oil Co. P.O. Box 152L Hous- Northern Natural Gas Co.. Perryton West Leca expired of their own term or ceased
ton. Tex. 7700L field. Ochitree County Tex. to produce.

G-13416, D. Aug. 4, 1978-. Getty Oil Co, P.O. Box 1404. Houston. Northern Natural Gas Co. MlcKinney Nonproductive since 1961. and ApplIcant's
Tex. 77001. field. Clark and Mfede Countie, Kans. interest has expired.

G-14366, D. July 24,1978.. Coastal States Gas Producing C. 5 Natural Gas Pipeline Co. of America. var- Nonproduction since November 1976. Wells
Greenway Plaza East Houston. Tex. ou. fields, Duval Webb. and 1-2,11e plugmed and abandoned and lases
77046. Counties, Tex. dropped.

G-16091, D. Aug. 4,1978.... Gulf Oil Corp Transwestern Pipeline Co. certain acreage Lease ha3 been canceled or assigned to
In the Mendot. Northwest field. Hem- oth- parties.
phill County. Tex.

G-20224. D. July 28. 1978.. Shell Oil Co. . Natural Gas Pipeline Co. of Americ. Har. Ceased production and lease surrendered to
rincton field. Texas County. Okla. mineral Interest ( em.

C164-555,D, Aug. 3.1978- Sun Oil Co.. P.O. Box 20. Dallas. Tex. Northern Natural Gas Co. Southeast Lease released and surrendered unto the
75221. Couso field. Beaver County. Okla. latnwners on Jan. 31. 1927 and plugged

and abandoned.
C165-453. C, Aug. 3. 1978.. Atlantic Richfield Co. P.O. Box 2819. Northern Natural Gas Co.. Ozona field. () 14.65

Dallas, Tex. 7522L Crockett County. Tex.
C171-28 D. July 12,1978. Anadarko Production Co. P.O. Box 1330. Panhandle Eastern Pipe Line Co.. Reust Ceased production. plugged and abandoned

Houston. Tex. 7700L -A" No.1 well, al of r . 324N-14EC and there are no known potentil gas re-
Texas County. Okla. serves underlying the acreage.

C172-440, C, July 27,1978--.. Amoco Production Co.. Security Life Bldg. Panhandle Eastern Pipe Line Co. certain Cl) 15.025
Denver. Colo. 80202. acreage in the Warlock and Chieftan

fields. Adams County. Clo.
CI73-25. D. Aug. 1. 1978- Exchange Oil & Gas Corp, 16th Floor. Transcontinental Gas Pipe iUne Corp. Depletion of reserves and release of lease.

1010 Common St.. New Orleans La. block 8. Vermilion block 16 field. Vermil-
70112. Jon Parish. IA.

CN77-133, C, July 19,1978-. CIG Exploration. Inc. 5 Greenway Plaza Colorado Interstate Gas Co. Brown No. 1- (1) 14.65
East, Houston. Tex. 77046. 6 well Lott field. Wheeler County. Tex.

CI78-29, C, July 12, 1978-. Anadarko Production Co_ Panhandle Eastern Pipe IUne Co. Cities () 14.65
Service "E" No. 1 well. South Hough
field. Texas County. Okla. limited to the
Cherokee Formation only.

CI78-33, C, Aug. 7.1978.- Amoco Production Co. P.O. Box 3092, El Paso Natural Gas Co.. Empiro South (3) 14.73
Houston. Tex. 77001. deep Unit No. 18 well. N/2 eec. 30-T17S-

R29E. Eddy County. 1. ley limited to
Morrow Formation.

C178-146. C, July24.1978.. Belco Petroleum Corp. I Dag Hammar. El Paso Natural Gas Co. Edwards No. 2 (') 14.23
skiold Plaza. New York. N.Y. 10017. well (Fusselman Formation), G ascock

County. Tex.
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Docket No. and date filed Applicant Purchaser and location Price per 1.000 ft Pressure ba ve

C;lub Iower, Forthn Worth , Tey "761u2. mati~On from the San ,Jan 32-7 Com N.eo
24 well located in sec. 21-T32N-R7W,
San Juan County. N. Mex.

C178-1023, A, July 24, 1978.... Napeco. Inc., 122 South Michigan Ave., Natural Gas Pipeline Co. of America, C. L.
Chicago, Ill. 60603. Brent No. 1 well, Polk County, Tex.

C178-1024, A, July 24, 1978.... Tenneco Oil Co., (Operator), et al.. P.O. Arkansas Louisiana Gas Co., Casplana
Box 2511, Houston, Tex. 7700L Plantation No. 1 well, sec. 22-T15N-

RI2W, Caddo and Bossier Parishes, La.
C178-1025, A, July 24, 1978.... Enserch Exploration. Inc., 1817 Wood St., Panhandle Eastern Pipe Line Co., Dilts-

Dallas, Tex. 75201.- Cooke Federal No. 1-1 well, sec. 1-T39N-
R74W, Converse County. Wyo., from the
First Frontier Formation.

C178-1026, A, July 5. 1978..... Sun Oil Co., P.O. Box 20, Dallas, Tex. Arkansas Louisiana Gas Co., SW/4 of sec.
75221. 9-T1N-R8W, SE Stage Stand Field

(Nellie area), Stephens County. Okla.
limited to production from the surface to
a depth of 5,200 ft.

14.65

16.025

15.025

14.05
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C178-520, C, July 17, 1978 . Southland Royalty Co., 1000 Fort Worth-El Paso Natural Gas Co., Eddy GM" (4) 14.65
Club Tower, Fort Worth. Tex. 76102. State Corn No. I well. SE/4 of sec. 36-

T19S-R27E. Eddy County, N. Mex., limit.
£d to the Morrow Formation.

C178-758, C, July 28, 1978 ...... Exxon Corp., P.O. Box 2180, Houston, Tex. Columbia Gas Transmission Corp., West (') 14,73
77001. Cameron block 608, offshore, Louisiana.

C178-759. C, July 28, 1978 ............ do ................................................................... Northern Natural Gas Co., West Cameron (') 14,73
block 608, offshore, Louisiana.

C178-882, C, July 28, 1978 . Exxon Corp ...................... ............................ Trunkline Gas Co., West Cameron block C') 14.73
608, offshore, Louisiana.

C178-902, C, July 24, 1978. MRT Exploration Co.. 9900 Clayton Rd., Mississippi River Transmission Corp., (1) 15.025
St. Louis, Mo.-63124. Feitel No. 1, Sherrill No. 7, and Faulk

No. 1 wells, all located in Leatherman
Creek field, Claiborne Parish, La.

CI-18-977, A, July 10, 1978.... Harper Oil Co., 904 Hightower Bldg.. 105 Arkansas Louisiana Gas Co., No. 1 Hight- (1) 14.65
North Hudson, Oklahoma City, Okla. ower unit, sec. 30-8N-22E, Haskell
73102. County, Okla.

C178-978, A, July 10, 1978 . Columbia Gas Development Corp., P.O. Southwest Gas Corp., certain acreage in (0) 14.73
Box 1350, Houston, Tex. 77001. Eddy County. N. Mex.

C178-981, C, July 28, 1978 ...... Exxon Corp .................. ...... Natural Gas Pipeline Co. of America, West (') 14.73
Cameron block 608, offshore, Louisiana.

C178-985, A, July 10, 1978 ............ do ... ............ . ..... Columbia Gas Transmission Corp., Lirette (') 10.025
field, Terrebonne Parish, La.

C178-986, A, July 10,1978 ...... .......do..................... ....... Northern Natural Gas Co., Lineberry field, (1) 14,05
Loving County, Tex.

C178-1001, A, July 17, 1978.... Cabot Corp., 1 Houston Center, Suite 1000, Panhandle Eastern Pipe Line Co., certain () 14.73
Houston, Tex. 77002. , acreage in Hutchinson County. Tex.

CI78-1002. A, July 18, 1978.... Southland Royalty Co. (Operator), 1000 Northern Natural Gas Co., Chester Forma. (C) 14,73
Fort Worth Club Tower, Fort Worth, tion from the Ehrhardt No. 1-27 well lo-
Tex. 76102. cated in sec. 27-TSN-R18E, Texas

County, Okla.
C178-1004 (C164-376), B. Texaco Inc., P.O. Box 430, Bellare, Tex. Natural Gas Pipe Line Co. of America. Leases released, and there are no knowa

July 17, 1978. 77401. Hostetter and Eubank fields, Duval and physically recoverable gas reserves con.
McMullen Counties, Tex. tained in the acreage.

C178-1005, A, July17, 1978.... Phillips Petroleum Co., 5 C4 Phillips Bldg., United Gas Pipe Line Co., Waveland field, () 15.025
Bartlesvllle, Okla. 74004. Hancock County, Miss.

C178-1006, A, July 17, 1978.... Cotton Petroleum Corp., 4200 1 Williams Northern Natural Gas Co., Thomas Hill (1) 14.05
Center, Tulsa, Okla. 74103. No. 1-7 well, sec. 7-14N-25W, Roger Mills

County, Okla., 1lmited to Granite Wash
Formation only.

C178-1007 (C170-956), B, Creslenn Oil Co. (Operator). et al., 1800 Michigan Wisconsin Pipe Line Co., Hugo- Reserves depleted.
July 14, 1978. First ,National Bank Bldg., Dallas, Tex. ton-Anadarko area, Woodward County,

75202. Olka.
CI78-I010. A, July 19, 1978... Mesa Petroleum Co., P.O. Box 2009, Ama- Natural Gas Pipeline Co. of America, () 14.05

rio, Tex. 79189. Hansford Lower Morrow field, Hansford
County, Tex.

C178-1011, A, July 11, 1978.... Anadarko Production Co., P.O. Box 1330, Panhandle Eastern Pipe Line Co., Davis (') 14.03
Houston, Tex. 77001. Trust "'A" No. 1 well, Greenough field,

Beaver County, Okla.
C178-1012 (CI68-150), B, Anadarko Production Co............... Northern Natural Gas Co., certain acreage All acreage assigned to third party

July 12, 1978. in Ochiltree County, Tex. (Graham-MlcbaelIs Drilling Co,).
CI78-1013 (C165-599). B, ...... do .................. ....... . Kansas-Nebraska Natural Gas Co., Inc., Depleted, leases termhinted as result of cecs

July 12, 1978. certain areage in the Bradshaw field, cation of production,
Hamilton County, Kans.

C178-1014. A, July 14, 1978.... Exxon Corp., P.O. Box 2180, Houston, Tex. Columbia Gas Transmission Corp., Pecan (') 15.025
77001. Island field, Vermilion Parish, La.

CI78-1015, A, July 14, 1978.. Amoco Production Co., Security Life Bldg., Montana-Dakota Utilities Co., Little Knife () 15,025
Denver, Colo. 80202. field, Stark. Dunn, McKenzie, and Bill.

ings Counties, N.D.
CI78-1016, A, July 20, 1978.... Florida Gas Exploration Co., P.O. Box 44, Florida Gas Transmission Co., No. 1 Shir- (1) 15.025

Winter Park, Fa. 32790. ley L. Sherman well in the Oakvale field,
Jefferson Davis County, Miss.

C178-1017 (C176-165), B. Dorchester Exploration, Inc., 1100 Midland El Paso Natural Gas Co., Wilson (Penn) Well depleted with respect to the Morrow
July 20, 1978. National Bank Tower, Midland, Tex. field, Lea County, N. Mex. Gas Formation.

79701.
C178-1018, A, July 21, 1978.... CNG Producing Co.. 445 West Main St., Consolidated Gas Supply Corp., "A" plat- (') 14.73

Clarksburg, W. Va. 26301. form, block A-298, High Island area, off.
, hore, Texas.

CI78-1021, (G-9308), B, July Amoco Production Co., P.O. Box 50879, Hassle Hunt Exploration Co., Northeast Ceased gas deliveries July 1974 and leases
21. 1978. New Orleans, La. 70150. Lisbon field, Clairborne, Parish, La. released, and there are no physically re.

coverable reserves underlying dedicated
,a eage.

C178-1022, A,July 21, 1978.... Southland. Royalty Co., 1000 Forth Worth Northwest Pipeline Corp., Mesaverde For- (1) 14,73
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CI78-1028 (CI68-727). B, Tenneco Oil Co. P.O. Box 2511. Houston. Northwest Pipeline Corp. East LBarge As of Apr. I. 197. Tenneco Oil Coassgedl
July 14, 1978. Tex. 7700L field. Sublette County. Wyo. anl It rfihts. title, and Interest of Belco

Petroleum Corp.
C(178-1029 (165-188). B. Amoco Production Co., P.O. Box 50879. United Gas Pipe Line Co. Greenwood- (1)

July 24, 1979. New Orleans. La. 70150. Waskom field. Caddo Parish. a
C178-1030. A. July 24.1978. The Superior Oil Co. P.O. Box 1521. Hous. Natural Gas Pipeline Co. of America C' ) 14.65

ton. Tex. 7700L blocks 14 and 17. Sabine Pam area. off-
shore. Texas.

Cr78-1031. A July24. 1978. Chevron US.A.. Inc.. 575 Market St.. San Natural Gas Pipeline Co. of America. Rig h) 14.05
Francisco, Calif. 94105. Island blocks A-.37 and A-342. oMshore.

Texas.
C178-1032. B, Aug. 3. 1978 _ Rex Oil & Gas Co.- P.O. Box 486. CIend. Consolidated Ga= Supply Corp.. Blg Sandy (')

ing, W. Va. 25045. field. Xhnawha County. W. Va.C178-1033. A. July24. 1978. Marathon Oil Co. 539 South Main St., Colorado Interstate Gas Co. certain acre- () 15.025
'Findlay. Ohio 45840. age located In the 'Wamnutter Arch area.

Carbon and Sweetwater Countie, Wyo.
C178-1034 (G-15221). B. July Cabot Corp. [successor to Godfrey L. Consolidated Gas Supply Corp., (zucce=r (a)
.24.1978. Cabot, Inc.). P.O. Box 1473. Charleston. to New York StOe Natural Gas Corp.).

W. Va. 25325. W. M. Relter Well No. 2, CleariMeld field.
Clearfield County. Pa.

C178-1035. A. July 25,1978.. Panhandle Western Gas Co., P.O. Box Panhandle Eastern Pipe Line Co.. Hay (t0) 14.65
1348. Kans City. Mo. 6414L Reservoir are Sweetwater County. WyO.

C178-1036, A. July 25.1978.. Panhandle Western Gas Co . .. d ( ' ) 14.5
C178-1037.A.July25.1978.. ..-do_ _ _ _ ... do (') 14.65
_C178-1038 fCE75-698), B, MRT Exploration Co., 9900 Claton Rd.. Misiippi River Transmission Corp. Hoatonreseroirdepe&eLFtb evalua-

July 26. 1978. St. Louis. Mo. 63124. Hauchton field. Bossier Parlsh. L tion of the productivezones throu wor-
kover attempts proved naneommerdal.

C178-1039.A. July26.1978- Atlantic Rhfield Co. P.O. Box 2819. El Paso Nat ral Gas Co, certain acreaeIn (1) 14.65
Dallas, Tex. 75221. Buckhorn field. Schleicher County. Tex.

Cr78-1040, B, July 27,1978 Phillips Petroleum Co. 5 C4 Phillips Bldg.. Reeves County Gas Co.. Fort Stockton Contract terminated Apr. 15. 1978. All gas
Bartlesville, Okla. 74004. field. Pecos County. T=e. being returned to lease for fuel and has

been sin 75.
C178-1041.AJuly 27,1978.. Texaco Inc.. P.O. Box 2100. Denver. Colo. Montana-Dakota Utltles Co.. Zondak (') 15.025

80201. field. Richland County. Mont.
C178-1G43.A. July 27.1978-. Chevron U.S.A.. Inc. 575 Market St.. San Natural Gas Pipeline Co. of America. High (a) 14.65

Francisco, Calif. 94105. Island blocks A-337 and A-342, offshore.
Texas.

C178-1044.A. July25.1978-. Panhandle Western Gas Co-... Panhandle Eastern Pipe ine Co., certain (a) 14.65
acreage In Sweetwater County. Wyo.

C178-1045. A. July25.1978... Panhandle Western Gas Co. P.O. Box Panhndle Eastern Pipe Line Co., certain (S) 14.65
1348.K wn s City. Mo.6414L acreage In the Hay Reservoir arcs

Sweetwater County. Wyo.
C178-1046, A. July 27.1978.. Mesa Petroleum Co._ P.O. Box 2009, Ama- Transco Gas Supply Co.. South Pelto area. () 14.73

rillo, Tex. 79189. block 13. offshore. Louiana.
CI78-1047 (C171-377), B, Getty Oil Co., P.O. Box 1404. Houston. El Paso Natural Gas Co. Coedell (Canyon C")

July 27.1978. Tex. 77001 Reef) unit and Fuller gasolne plant.
Scurry and Kent Countie, Tex.

C178-1048, A. July 27.1978.. Cities Service Co. P.O. Box 300, Tulsa, Northern Natural Gas Co.. No. 1 Selley (C) 14.65
Okla.74102. "B" well ze. 28-2911-20W and No. I

Selley "C" well. e 33-2921-20W. Woods
County, Okla., limited to the M ppi-

/ an Chester Formation.
C178-1049, A. July 27,1978- Cabot Corp. (SW) et a.. 1 Houston Center. Northern Natural Gas Co.. a portion of CM) 1473

Suite 1000, Houston. Tex-. 77002. High Island block A-532, south addition.
Federal off.hore, Texas.

C178-1050. A. July 31,1978- Napeco. Inc.. 122 South Michigan Ave.. Natural Gas Pipeline Co. of America. R. L,(1) 14.65
Chicago. 311. 60603. Clamon N. o. I well. Polk County. Tex.

CI78-1051. A. July 27,1978- Continental Oil Co.. P.O. Box 2197, Hous- El Paso Natural Gas Co.. West Lindreth CO) 14.65
ton.Tex.7700L field. Rio Arrfba County. N. Mex.

C178-1052, A. July 28.1978..- Gulf Oil Corp, P.O. Box 2100. Houston. Equitable Gas Co. certain acreege located (1) 14.73
Tex. 7700L in the Glenville North field In Gilmer

County. W. Va.C178-1055, F. July 31, 1978.. Energy Reserves Group. Inc. (partial sue- Colorado Interstate Gas Co. Hay Re5er. ('") 14.65
cessor in interest to Prenalta Corp.. et voi" field. Sweetuater County. Wyo.
al). P.O. Box 120L Wichita, Kans. 67201.

C178-1056. A. July 31.1978-. Helmerich & Payne. Inc.. 1579 East 21st E Paso Natural Gas Co. East Reydan (n) 14.73
St. Tulsa. Okl. 74114. field. RogerMills County. Ohla.

C178-1057. A. July 31,1978- HNG Fossil Fuels Co. P.O. Box 1188, National Fuel Gas Supply Corp. block A- (') 14.65
Houston. Tex. 77001. 330 field. South High Island and West

Cameron areas offshore Tex and Lou.

C118-1058, A. July31, 1978- HNG Oil Co, P.O. Box 1188, Houston. Northtn Natural Gas Co. Nordan Trust C') 14.73
Tex. 7700L "45" No. 1 well. sec. 45. block 33. H & TC

R.R. Co. survey. Barstow (Wolf amp)
field. Ward County, Tex.

C178-1059, A. July31,1978. HNG Oil Co__ Natural Gas Pipeline Co. of America. C') 1473
Shoebar Ranch unit "3" No. I well.
north Vs ofilc. 3. TWP. 17S. RE. 35E.
Shoebar Ranch (Morrow) field. Lea
County. N. Mex.

C178-1060, A. July 31,1978- Transco Exploration Co., P.O. Box 1396, Transcontinental Gas Pipe Line Corp. C') 15.025-
Houston, Te. 7700L East Cameron area. block 263, offshore.

Louisiana.
C178-1061. A. July 31.1978-. Amlnoil U.S.A., Inc., Golden Center 1. 2800 Florida Gas Transmission Co. certain acre- C') 15.025

North Loop West, Houston. Tex. 77018. age located in block 75 (block 76 field).
Grand Isle area, offshore. rLuisiana.

C178-1062, A, July 31. 1978-. Atlantic Richfield Co., P.O. Box 2819. Transco Gas Supply Co. West Cameron C') 15.025
Dallas, Tex. 7522L area, block 222 field. offshore. Louisiana.

CI78-1083 (G-18880). B, Getty Oil Co., P.O. 1404. Houston. Tex. Natural Gas Pipeline Co., Camrick South- PluSged and abandoned.
Aug. 1. 1978.. 7700L east field. Beaver County. Ohms.
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C178-1065, A, July 31. 1978.... Gas Producing Enterprises, Inc., 5 Green- Transcontinental Gas Pipe Line Corp., J. J. (') 14.65
way Plaza East, Houston. Tex. 77046. & J. field, Zapata County, Tex.

C178-1067 (C172-174), B, Morris Cannan, 1645 Milam Bldg., San Texas Eastern Transmission Corp., Burnell Prohibitive cost of gathering oystem to
Aug. 3, 1978. Antonio, Tex. 78205. field, Bee County, Tex. Texas Eastern pipeline system,

C178-1068 (C173-593). B, Getty Oil Co., P.O. Box 1404, Houston. Cities Service Gas Co., R. V. Gill No. 1 Plugged and abandoned.
July 31,1978. Tex. 77001. well, in the Locke field, Roberts County,

Tex.
C178-1069, A, Aug. 3, 1978 . Amoco Production Co., P.O. Box 3092, El Paso Natural Gas Co.. Many Gates (1") 14.05

Houston, Tex. 77001. field, Chaves County, N. Mex.
C178-1070, B, Aug. 4, 1978 . Teton Energy Co., Inc., 621 17th St., Suite Northwest Pipeline Corp.. Cathedral field, (")

1520. Denver. Colo. 80923. Rio Blanco County, Colo.
C178-1071, A, Aug. 4,1978 . Kerr-McGee Corp., P.O. Box 25861, Okla- Transwestern Pipeline Co., Horseshoe () 14.65

homa City, Okla. 73125. Bend well No. 1, Eddy County, N. Mex.

!Applicant is willing to accept the applicable national rate pursuant to opinion No. 770, as amended.
2Appllcant is filing under gas purchase contract dated Sept. 18, 1964, amended by letter agreement dated Mar. 20. 1978,
3Applicant is filing under gas purchase agreement dated Sept. 27, 1977. amended by amendment dated June 8, 1978.
'Applicant is filing under gas purchase agreement dated Jan. 26, 1978, amended by letter agreement dated June 19, 1978.
'Applicant is filing under gas purchase and sales agreement dated May 23, 1978.
GApplicant is filing under gas purchase contractdated May 1,1978.
'The sale wellbore under the subject contract ceased gas deliveries in June 1968 and was plugged and abandoned October 1969. The contract expired under its

own terms on Dec. 30, 1973. To the best of Applicant's knowledge, there are no physically recoverable reserves underlying the dedicated acreage.
'Economic depletion due to high pipeline pressure of Consolidated Gas Supply Corp. The remaining gas reserves to Columbia lower prezzure pipeline.
'Pressure had decreased to point where gas from well could not enter purchaser's pipelines. All interstate use of Applicant's gas has ceased. Said Well Is

plugged and the underlying leases expired.
"Applicant and Purchaser are affiliated.
"Sale to be continued Under certificate authority issued to Texaco, Inc., the plant and unit operator, in Docket No. C164-1138 and pursuant to the ternas cI

Texaco. Inc. (Operator), et al., FERC gas rate schedule No. 328.
"Applicant Is filing under gas purchase contract dated Apr. 7, 1978, amended by letter agreement dated June 22, 1978.
"3Applicant is filing under gas purchase and sales agreement dated June 16,1978.
"Applicant acquired its interest in the Hay Reservoir area from Davis Oil Co. Originally authorized under small producer docket No. CS71-468.
"Applicant is filing under gas purchase contract dated July 17, 1978.
"Applicant is filing under gas purchase agreement dated June 15. 1978.
"The acreage involved is in two small tracts which makes drilling difficult. Applicant has acquired through a trade a contiguous 160-acre tract which Is more

suitable for drilling and which Applicant will commit to the gas contract.
"Applicant also seeks the issuance of a certificate for the construction of approximately fifteen (15) miles of natural gas deliyery facility from a point com-

mencing at its platform No. 1 and going ashore across seabeds owned entirely by the State of Texas to a condensate reseparation center located at Texas State
Highway No. 87 approximately three and one-half (3 ) miles west of the Sabine River in Jefferson County, Tex. Superior has created a wholly owned subsidiary
company called TeJas Pipeline Inc. to own and operate these facilities which will not receive any revenue from the transportation of natural gas delivered to Natu:-
ral Gas Pipeline Co. of America, and Superior seeks afinding and order authorizing Superior to transfer the within described pipeline facility to Its wholly owned
subsidiary, Tejas Pipeline Inc.

Filing code: A-Initial service. B-Abandonment. C-Amendment to add acreage. D-Amendment to delete acreage. E-Total succession. F-Partial succezlon.
[FR Doc. 78-23723 Filed 8-24-78; 8:45 am]

[6740-02] regulations thereunder for a "small
producer" certificate of public conven-

[Docket No. CS78-569 et al.] ience and necessity authorizing the

C. E. LEITH, ET AL sale for resale and delivery of natural
gas in interstate commerce, all as more

Applications for "Small Producer" Certificates 1 fully set forth in the applications
AUGUST 18, 1978. which are on file with the Commission

and open to public inspection.
Take notice that each of the appli- Any person desiring to be heard or

cants listed herein has filed an appli- to make any protest with reference to
cation pursuant to section 7(c) of the said applications should on or before
Natural Gas Act and § 157.40 of the September 15, 1978, file with the Fed-

eral Energy Regulatory Commission,
'This notice does not provide for consoli- Washington, D.C. 20426, petitions to

dation for hearing of the several matters, intervene or protests in accordance
covered herein, with the requirements of the Commis-
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sion's rules of practice and procedure
(18 CFR 1.8 or L10). All protests filed
with the Commission Will be consid-
ered by it in determining the appropri-
ate action to be taken but will not
serve to make the protestants parties
to the proceedings. Persons wishing to
beqome parties to a proceeding or to
participate as a party in any hearing
therein must file petitions to intervene
in accordance with the Commission's
rules.

Take further notice that, pursuant
to the authority contained in and sub-

- ject to thejurisdiction conferred upon
the Federal Energy Regulatory Com-
mission by sections 7 and 15 of the
Natural Gas Act and the Commission's
rules of practice and procedure, a
hearing will be held without further
notice before the Commission on all
applications in which no petition to in-
tervene is filed within the time re-
quired herein if the Commission on Its
own review of the matter believes that
a grant of the certificates is required
by the public convenience and necessi-
ty. Where a petition for leave to inter-
vene is timely filed, or where the Com-
mission on its own motion believes
that a formal heaing is required, fur-
ther notice of such hearing will be
duly given.

'Under the procedure herein pro-
vided for, unless otherwise advised, it
will be unnecessary for applicants to
appear or be iepresented at the hear-

Kmani F. PLu~M,
Secretary.

Docket No. Date filed Applicant

CS78-569. 7/3/78 C. M Leith. 700 Farm
Credit Banks Bldg.
Wichita. Kns. 67202.

CS78-570. 7/3/78 Leroy and Pauline A.
Beckwith. 501
Northwest 13th St..
Oklahoma City. Okla.
73103.

CS78-571. 7/3/78 Bonay Oil & Gas
Fund-1977. Ltd.. P.O.
Box 20746, Oklahoma
City. Okla. 73156.

CS78-572. 7/5/18 Sandlin Oil Corp. 1150
Petroleum Club Bldg.
Denver. Colo. 80202.

CS78-573. 7/6/78 Boling Production Co.
Inc.. 2016 aIn St., No.
2203. Houston. Te.
77002.

CS78-574-. 7/7/78 NICOR Exploration Co.
1700 WestFerry Rd.
Naperville, Ill. 60540.

CS78-575.. 7110/78 Wayne Ml Glenn
Associates. Inc, 4605
Post Oak PL, Suite 102,
Houston. Tex. 77027.

CS78-576. 7/10/78 Texas Royalty Co, P.O.
Box 789. Houston. Tex.

-77001.
CS78-577__ -7/10/78 Petroleum Unlimited.

Inc.. 1331 MraIn Bldg.,
Houston. Tex. 77002.

CS78-578 " 1/10/78 Edward G. Powell. P.O.
Box 21373. Shreveport,
LA. 71120.

CS78-579. 7110/78 Michael F. Mahony. 406
Armstrong Bldg.. El
Dorado. Ark. 71730.

Docket No. Date filed Applicant

CS78-580. 7/10/78 Joe H. Daniel. P.O. Box
1034. Jack on. ML=.
39205.

CS78-581L 7/10/78 John B. Clark. P.O. Box
1084. Jackson. .La.
30205.

CS78-582. 7/10/78 Frank C. Horton. P.O.
Box 1034. J=ckson.
l.La. 39205.

CS78-583. 7/10/78 Thomas A. Bell. P.O.
Box 1034. Jackron.
Miss 39205.

CS78-584. 7/10/78 Curtis .Coker. P.O.
Box 1094. Jackson,
Mis 39205.

CS78-535. 7/10/78 William 0. New
Associates. Inc. 5205
Galaxle Dr., Suite B.
Jackson. M.. 39200.

CS78-586. 7/10/78 William 0. Nev. 5295
Galaxie Dr. Suite B,
Jackson. M s. 39206.

CS78-587._ 7/10/78 Bruce T. M .Route
4. 505 Daniel Lane.
Ja&on. MIss. 392a&.

CS78-58. 7/10/78 Robert J. Shannon. Jr.
Route 1. New Albany,.
Mf. 3&652.

CS78-59. 7/10/78 United Drilling Co. of
Tyler, 1528-A N. NW.
Loop 323, Tyler. Tex.
75704.

CS78-590 7/10/78 Md.-tM.i-ippi Oil
Corp., 220 North
Timber St. Brandon.
Miss. 39042.

CS78-591. 7/10/78 Henr . Ford. P.O. Box
70. Drew. Ml:= 38737.

CS78-59222 7/10/78 Roblrt D. Allen. 917
Audubon Point Dr.
Brandon. Miss. 39042.

CS78-593... 7/10/73 Ron C. Smith. 1300
Capital Towers.
Jakron. Mk. 39201.

CS78-594.. 7/10/78 Richard E. Rhoden.
M.D. 1052 RIverside
Plaa Jackson. MLis
39203.

CS78-595 7/10/78 Monroe AIlen P.O. Box
170. EnterprE. M.
39330.

CS78-596. 7110/78 R. E. Willias. Suite 102.
3100 Walnut Grove
Rd. Memph. Tean.
3811L

CS78-597 7/10/78 C. 0. Wilcher. Hlway
468. Madden ML-s.
39109.

CS78-598. 7/13/78 Western Wells Co. Box
,01. Oklahoma City.
Okla. 7310L

CS78599 7/13/78 Pride Exploration. Inc,
1110 Beck Bldg.,.
Shrevcport La. 7110L

CS78-600 7/13/78 CPC Exploration. Inc..
Bank and Trust Tower
No. 278. Suite 1905.
Corpus Christi. Tex.
78477.

CS78-01-.. 7/13/78 International Petro
As--elat,- Hich Rldge
Park. Stamford. Conn.
06905.

CS78-02... 7/13/78 Amcan Oil Producer-
Hi h Ridge Park.
Stamford. Conn. 0905.

CS78-03- 7/10/78 Minuteman Drilling
Fund. LAd.. 43
Woodmerce Rd.. North
Brunswick. N.J. 08902.

CS78-604. 7/17/78 Venture Exploration
Joint Venture. 07
Philtower Bldg.. Tulas.
Okla. 74103.

C-78-605. 7/17/78 Jo:eph H..,,ahony, 400
- Armstrong ldg.. El
Dorado. Ark. 71730.

CS78-606 7/17/78 Tepeo Engineering In..
P.O. Box 0. Alice. Tex.
78332.

Dosket No. Date filed

38081

Applicant

CS78-C02.... 7/17/7G sa-GIT Corp. P.O.
Drawer 2507. Corpus
Chrfsti. Tex. 79403.

C 33.8-C.3 7/17/78 Moore McCormack Oil &
Gas Corp 640 North
Central Exprecs=y.
Dallas Tex. 75206.

CS73-013- 7/20178 Larry W. CurtI. 1121
Fidelity, Plaza.
Oklahoma City. OkLa.
73102.

CS78.o0o 7/20/78 Ike Lovelady. Inc.. P.O.
Drawer 2666. Mldland.
Tex. 79702.

CS7811-- 7/21/78 Jrmml T. Cooper. P.O.
Box 55. Monument N.
Nex. 83285.

CS78-612 7/21J78 Indlan Royalty C. 4616
Greenville Ave.. Dallas.
Tex. 75206.

CS78-601-. . 7121/78 J. -Marshall Nye. 1140
Northwest 63d. Suite
424. Oklahoma City.
Okla. 73116.

C-78-614. 7/21/78 Natural Gas Producer
Inc. 7364 South
Darllnzton. Tulsa.
Okla. 74136.

C53-015. 7/24/78 Holland Junctlon
Exploration Co. Inc_
Sute 1200, CitIzens
Bank Center. 100
North Central
Expressway.
Rlchard-n. Tex.

C073-816 7/24/73 Mole Operating Co. Inc.
1200 CitizenB
Center. P.O. Box 1179.
Richard on. Tex.
75020.

C078-617- 7/24/78 LGS Exploratimn. Inc..
530 Oil and G.Bldg.-
Nea Orleans, La.
70112.

C378.613.. 7/24/78 Loulsiana General
Service-. Inc.. 1233
Westhank Expressway.
Harvey, La. 70053.

C0-78-619. 7/24/7 McGoldrlck Oil Co. et
aL. 610 Beck Bid..
Shreveport. L 71101.

CS78-60. 724178 Gay A. Roane. P.O. Box
640. Duncan. Okl.
73533.

C070,-21.. 7/24/78 PhIlips Production Co.-
1500 Oliver Bld..
Pittsburgh. Pa 15222.

CS7a-822.. 7/24/78 Aszets Admnilstration &
Management Inc..
High Ridge Park.
Stamford. Conn. 06905.

CS73-823.. 7/24/78 P & O Oil Corp.. 1717 SL-
Jamfe PL. Suite 602.
Houston. Tex. 7705S.

CS78-624__ 7/20/78 Petroleum Broker. Inc..
Suite 209. 1615
California St.. Denver.
Colo. 80202.

CS7,-6/25 7/78 Concord Oil & G3s
Corp. P.O. Box 829.
Marietta. Ohio 45750.

C058-.8.6. 7/28/78 Mohawk Oil
Corporatlon-Prole-t
3. P.O. Box 371. Lowell.
Ohio 45744.

C378-627- 7/2Z/78 J & D A=scits. P.O.
Box 3052. Grand
Junction. Colo. 8150L

C070-623__ 7/25/7 P & O Oil Corp.. 1717S.
James PL. Suite 602.
Houston. Tex. 77058.

C0I5-629.... 7/23J78 Sunr ploration.
1200 Liberty Tower.
Oklahoma City. Okla.
73102..

C051-830. 7/23/78 Perrin Oi Co. P.Oa Box
17161. Wichia. Ka.
67217.

CS78-631.-. 7/23/78 M.. Norman. 53
Wansley Rd_ LaureL
M -_. 39440.
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CS78-632 . 7/28/78 Denmark Resources Inc.,
P.O. Box 517.
Bismarck. N. Dak.
58501.

CS78-633 7/28/78 West Plains Royalty Co.,
Inc., P.O. Box 32483,
Oklahoma City, Okla.
73132.

C878-634 7/31/78 Oxy Petroleum. Inc. and
the Permian Corp.,
5000 Stockdale
Highway. Bakersfield,
Calif. 93309.

C878-635 7/31/78 1977 Galbraith I Ltd.,
partnership, P.O. Box.
1186, Maitland, Fla.
32751.

CS78-636..... 7/31/78 Public Service Co. of
Oklahoma, P.O. Box
3008. Tulsa, Okla.
74101.

CS78-637 8/1/78 Barth Energy Corp..
P.O. Box 45568,
Houston, Tex. 77045.

CS78-638 8/1/78 Bonnie E. Hbbert, 700
4th Financial Center,

- Wichita, Kans. 67202.
CS78-639 8/1/78 James P. Madison, P.O.

Box 510, Bastrop, La.
71220.

CS78-640 ..... 8/1/78 Sea Sand Oil Co., 917
Baker Bldg., Fort
Worth, Tex. 76102.

C878-641 8/1/78 Canadian American
Resources Fund, Inc.,
1976-1 partnership,
2500 Fort Worth
National Bank Bldg.,
Fort Worth, Tex.
76102.

CS78-642 ..... 8/2/78 Canadian American
Resources Fund. Inc.,
1975-2 partnership,
2500 Fort Worth
National Bank Bldg.,
Fort Worth, Tex.
76102.

CS78-643.... 8/3/78 Texas Energy
Exploration, Inc., P.O.
Drawer 1867, Austin,
Tex. 78767.

CS78-644 ..... 8/3/78 Thomas Edward Moore,
1312 Midland Savings
Bldg., Midland, Tex.

CS78-645 8/2/78 Howard E. Berry. P.O.
Box 9998. North
Station, Jackson, Miss.
39206.

C878-640 8/4/78 Jeems. Bayou
Production Corp., P.O.
Box 639. Oil City, La.
71061.

CS78-647 ..... 8/4/78 John J. Coyle, et al.,
2200 1st National Bank
Bldg., Dallas, Tex.
75202.

CS78-648 ..... 8/4/78 E. B. Kime, Star Route,
Lenapah, Okla. 74042.

CS78-649 ..... 8/4/78 iMestyle Energy Corp.,
Suite 809. 100 North
Central Expressway,
Richardson, Tex.
75080.

CS78-650 ..... 8/7/78 Zinke & PhIlpy, Inc., 211
Chancellor Bldg.,
Midland. Tex. 79702.

CB78-651 8/7/78 Terry Scanlan, 14331
Broadgreen,-Houston,
Tex. 77079

CS78-652 8/7/78 Richard M. Flynn, 2411
Fountainview, Suite
100, Houston, Tex.
77057.

CS78-653 ..... 8/7/78 Cactus Bayou
Production Co.,
partnership, 2900
Entex Bldg., Houston,
Tex. 77002.

Docket No. Date filed Applicant

C578-654 ..... 8/7/78 Alford-Signor Petroleum
Corp.. by, Mr. Chris
Alford, 2203
Timberloch PI., Suite
132, The Woodlands,
Tex. 77380.

CS78-655. 8/7/78 Charles J. Howard, M.D.,
710 FM 1960 West,
Houston, Tex. 77090.

CS78-656 ..... 8/7/78 B. B. Holt, M.D., 2900
Entex Bldg., Houston,
Tex. 77002.

CS78-657.... 8/7/78 Texstar Sales. Inc., P.O.
Box 38197, Houston,
Tex. 77088.

CS78-658 ..... 8/7/78 Mr. Franklin C. Jones,
5425 Schumacher,
Houston, Tex. 77055.

CS78-659 ..... 8/7/78 Lewis J. Wilson. Jr.,
M.D., P.A., F.A.C.O.G.,
1720 Red Oak Dr., No.
202, Houston, Tex.
77055.

CS78-660.. 8/7/78 William K. MacTavish.
D.D.S., 17200 Red Oak
Dr., Suite 200,
Houston, Tex. 77090.

CS78-661 8/7/78 Albert Lawrence Arcus,
15603 Valley Bend,
Houston, Tex. 77009.

CS78-662 8/7/78 Dr. Floyd Hardimon,
1440 North Loop,
Houston, Tex. 77009.

CS78-663 8/7/78 Edward Roberson, M.D.,
710 FM 1960 West,Suite J, Houston, Tex.
77090.

CS78-664... 8/7/78 Richard L. Mattews,
D.D.S., 17200 Red Oak
Dr., Suite 200,
Houston, Tex. 77090.

CS78-65... 8/7/78 Billy L, Johnson, P.O.
Box 90216, Houston,
Tex. 77090.

CS78-666 ... 8/10/78 Kissinger 1977 Drilling
Fund, Ltd., P.O. Box
22004, Denver, Colo.
80222.

CS78-667 ..... 8/7/78 H. M. Revenger, 1322
Mercantile Bank Bldg.,
Dallas, Tex. 75201.

CS78-668 ..... 8/7/78 Universal Energy Fund,
No. 6 Chestnut Court,
Park Forest, Ill. 60466.

CS78-669.-- 8/7/78 N. P. Energy Corp., a
Texas corporation,
1399 South 7th East,
Salt Lake City, Utah
84105.

CS78-670.... 8/9/78 Leland C. & Barbara B.
Staab, db.a. Leba Oil
Co., P.O. Box 267,
Kimball, Nebr. 69145.

CS78-671... 8/11/78 TanI Farms, 9744
Wilshire Blvd, PH,
Beverly Hills, Calif.
90212.

CS78-672 8/11/78 Paul J. Ross, P.O. Box
178, Shreveport, La.
71161.

CS71-964 6/28/78 The estate of Alvin C.
OHope, Bexar County

National Bank,
independent executor
of the estate, Alvin C.
Hope, Jr., Cousuelo
Hope Woodward, and
Louise B. Hope,' P.O.
Box 300. San Antonio,
Tex.78291.

'Being noticed to reflect the substitution of the
estate of Alvin C. Hope for the name of Alvin C.
Hope due to his death and including Mr. Hope's two
children and spouse who inherited under his Will
properties falling into the small producer category.

[FR Doe. 78-23724 Filed 8-24-78; 8:45 am]

[3128-01]
Office of the Secretary

NUCLEAR WASTE MANAGEMENT

Meetings

AGENCY: Department of Energy.
ACTION: Notice of meetings on nucle-
ar waste management.
SUMMARY: The Department of
Energy will hold two small group
meetings of Federal officials and se-
lected State and local officials on
August 30, 1978, In Washington, D.C.,
in response to the President's order to
develop recommendations on manage-
ment of nuclear wastes. These meet-
ings are a continuation of the public
participation .process announced by
the Department of Energy in 43 FR
30612 issued July 17, 1978. Discussions
will focus on draft IRG working group
reports concerning alternative techni-
cal strategies and Federal/State/local
involvement.
FOR FURTHER INFORMATION
CONTACT:

Tom Dennis, Office of Intergovern-
mental Affairs, Department of
Energy, 1000 Independence Avenue
NW., Washington, D.C. 20585, 202-
252-6335.

SUPPLEMENTARY INFORMATION:
The President has directed a compre-
hensive review of nuclear waste man-
agement and, on March 15th, he an-
nounced the formation of an Inter-
agency Review Group (IRG) on Nucle-
ar Waste Management. Using this go-
vernmentwide approach, the President
is determined to resolve the issues re-
lated to nuclear waste management,
and to do so with public involvement.

The principal objective of the IRG Is
to prepare a report for the President,
setting forth recommendations for an
overall decisionmaking and implemen-
tation process to deal with the Na-
tion's nuclear wastes in a comprehen-
sive manner.

The IRG will address the disposal of
the four major types of nuclear
wastes: Spent fuel, high level and
transuranic wastes; low level wastes;
uranium mill tailings; and decontami-
nation and decommissioning wastes.

The IRG will be developing the fol-
lowing items for each major type of
waste: A statement of Federal goals to
be achieved in waste management; and
a workplan describing how the Gov-
ernment will proceed in achieving the
desired goals.

Each workplan will provide for.
A general strategic planning basis or

rationale to be followed.
An overall schedule, including miles-

tones for implementation of the work-
plan, which would include agency
roles and assignments for rendering
technical, regulatory, and program-
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matic decisions, EIS schedules, legisla-
tive initiatives, criteria and regula-
tions.

Identification of areas of uncertain-
ty, their significance and the urgency
of their resolution.

Research and development (R&D)
needs, priorities and responsibilities
necessary to resolve those uncertain-
ties.

Identification of remaining decisions
which, if riot made, could constrain
the effective resolution of those areas
of uncertainty.

Establishment or clarification of
compatible agency jurisdiction, regula-
tion and enforcement authority.

Recommendations on near- and
long-term agency resource require-
ments.

As part of the procedures of the
IRG, six working groups have been es-
tablished:

1. Alternative technology strategies.
2. Federal involvement (licensing/

standards/criteria).
3. Defense waste (special issues).
4. Spentfuel storage/charges.
5. Transportation issues.
6. International issues.,
On July 17, 1978, the Department of

Energy issued a notice of public par-
ticipation on nuclear waste manage-
ment (43 FR 30612) announcing a
series of meetings and discussions de-
signed to insure public participation in
tfie IRG process.

The purpose of this notice is to an-
nounce two additional small group
meetings of Federal officials and se-
lected State and local officials, being
held as a continuation of the public
participation process 6n nuclear waste
management. These meetings are de-
signed to provide opportunity for addi-
tional State and local input to the
IRG on draft IRG working group re-
ports concerning alternative technical
strategies and Federal/State/local in-
volvement, and are open to the public.
The meeting dates,' times and places
are as follows:
Date: August 30, 1978.
Time: 9:00 am to 12 noon.
Location Department of Energy, Room

8222C, 20 Massachusetts Avenue NW.,
Washington, D.C.

Date: August 30,1978.
Time: 1 to 4 p.m-
Location: Department of Energy. Room

8222C, 20 Massachusetts Avenue NW..
Washington, D.C.
An appropriate official will be desig-

nated to preside at the meetings.
These will not be judicial or eviden-
tiary-type hearings. Any person at-
tending the meeting who wishes to
make a statement or ask a question at
the -meeting may indicate his interest
in doing so, in writing, to the presiding
officer. The presiding officer will
permit comments/questions from the
audience as time limitations permit.

Any person who wishes to submit writ-
ten statements may do so. Written
statements should be Submitted to
Tom Dennis. Office of Intergovern-
mental Affairs, Room 6A041. Depart-
ment of Energy. 1000 Independence
Avenue NW., Washington. D.C. 20585.
Any further procedural rules needed
for the proper conduct of the meetings
will be announced by the presiding of-
ficer.

Transcripts of the meetings will be
made and the entire record of the
meetings, including the transcript, will
be retained by DOE and made availa-
ble for inspection at the Freedom of
Information Office, Room 3116, Feder-
al Building, 12th and Pennsylvania
Avenue NW., Washington, D.C. be-
tween the hours of 8 a.m. and 4:30
p.m., Monday through Friday. Any
person may purchase a. copy of the
transcript from the reporter.

Issued in Washington, D.C., on
August 22. 1978.

Wnxmr S. HzrrnrzucGs
Director ofAdministratfon.

(FR Doc. 78-23956 Filed 8-24-78; 8:45 am]

[6560-01]
ENVIRONMENTAL PROTECTION

AGENCY

(FRL 953-4U

ARIZONA SDWA PRIMARY ENFORCEMENT

Region X- Approval of State Application for
Arizona Drinking Water Primary Enforcement
Responsibility

This public notice Is Issued pursuant
to section 1413 of the Safe Drinking
Water Act, Pub. I. 93-523, December
16. 1974, and § 142.10 of the National
Interim Primary Drinking Water Reg-
ulations, published In the F!DERAL
REGISE on January 20. 1976.

An application has been received
from the Deputy Director, Arizona De-
partment of Health Services, dated
June 15, 1978, requesting that the Ari-
zona Department of Health Services
be granted primary enforcement re-
sponsibility for the public water sys-
tems in the State of Arizona, in ac-
cordance with the provisions of the
Safe Drinking Water Act.

I have determined that the Arizona
Department of Health Services has
met all conditions of the Safe Drink-
ing Water Act and regulations promul-
gated pursuant to the Safe Drinking
Water Act for the assumption of pri-
mary enforcement responsibility for
public water systems in the State of
Arizona. Specifically the State of Ari-
zona:

(1) Has adopted drinking water regu-
lations which are no less stringent
than the National Interim Primary
Drinking Water Regulations;

(2) Has adopted and will implement
adequate procedures for the enforce-
ment of such State regulations, includ-
ing adequate monitoring, sanitary sur-
veys. inspections, plan review, inven-
tory of water systems, and adequate
certified laboratory avaflability

(3) Will keep such records and make
such reports as required;

(4) If it permits variances or exemp-
tions from the requirements of its reg-
ulations. will issue such variances and
exemptions in accordance with the
provisions of the National Interim
Drinking Water Regulations; and

(5) Has adopted and can implement
an adequate plan for the provision of
safe drinking water under emergency
conditions.

All documents relating to this deter-
mination are available for public in-
spection betveen the hours of 8 am.
and 4:30 p.m., Monday through
Friday, at the following offices:
Bureau of Water Quality Control. Arizona

Department of Health Services. 1740 West
Adams Street, Phoenlz. Ariz. 85007.

Regional Administrator Environmental
Protection Agency. Region IX. 215 Fre-
mont Street, San Francisco. Calif. 94105.
All interested parties are invited to

submit written comments on this de-
termination and may request a public
hearing by writing to the above San
Francisco address. Written comments
and/or requests for a public hearing
must be submitted on or before Sep-
tember 25, 1978- A request for a public
hearing shall include the following in-
formation:

(1) The name,- address, and tele-
phone number of the individual, orga-
nization or other entity requesting a
hearing

(2) A brief statement of the request-
ing person's interest in the Regional
Administrator's determination and a
summary of the information that the
requesting person intends to submit at
such hearing.

(3) The signature of the .individual
making the request; or, if-the request
Is made on behalf of an organization
or other entity, the signature of a re-
sponsible official- of the organization
or other entity.

Frivolous or insubstantial requests
for a public hearing may be denied by
the Regional Administrator. However,
if a substantial request for a public
hearing is made within thirty (30)
days (September 25, 1978) after this
notice, a public hearing will be held.
The Regional Adminstrator will give
further notice in the FmnAL REGIS-
TER and in a newspaper or newspapers
of general circulation in the State of
Arizona of any hearing to be held pur-
suant to -a request submitted by an in-
terested person, or on his own motion.
Notice of the hearing shall be given
not less than fifteen (15) days prior to
the time scheduled for the hearing. In
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addition to publication as described
above, notice will be sent to the person
requesting a hearing and to the State.
Notice of the hearing will include a
statement of the purpose of the hear-
ing, information regarding the time
and location for the hearing, and the
address and telephone number of an
office at which interested persons may
obtain further information concerning
the hearing.

After receiving the record of the
hearing, the Regional Administrator
will Issue an order affirming or re-
scinding his determination. If the de-
termination is affirmed, it shall
become effective as of the date of the
order.

If no timely and appropriate request
for a hearing is received and the Re-
gional Administrator does not elect to
hold a hearing on his own motion, this
determination shall become effective
thirty (30) days after issuance of this.
initial decision.

Please bring this notice to the atten-
tion of any person known to you to
have an interest in this determination.

Dated: August 17, 1978.
SHIELA M. PUrNIVI. .,

Acting Regional Administrator,
Region "IX, Environmental
Protection Agency.

[FR Doe. 78-23850 Filed 8-24-78; 8:45 am]

[1505-01]
RECEIPT OF APPLICATION FOR PESTICIDE

REGISTRATION

Date To Be Considered in Support of
Applications

Correction
In FR Doc. 78-16318 appearing at

page 25470 in the issue for Tuesday,
June 13, 1978, under "APPLIcATIoN RE-
cEivED-33000/547", in the first entry,
"EPA Reg. No. 10120-18", make the
following corrections:

(1) In the fifth line, "0.05%" should
be corrected to read "0.10%".

(2) In the sixth line, "57.99%"
should be corrected to read "57.00%".

(3) In the seventh line, "0.10%"
should be corrected to read "0.05%".

[6560-011

[OPP-180172A; FRL 954-5] -
ALABAMA, ARKANSAS, FLORIDA, GEORGIA,

LOUISIANA, NORTH CAROLINA, SOUTH
CAROLINA, AND TEXAS

Applications To Use Ferriamicide To Control
the Imported Fire Ant

On December 28, 1977, (42 FR
64734), the Environmental Protection
Agency (EPA) published a notice of re-
ceipt of an application from the Mis-

sissippi Authority for Imported Fire
Ant Control for a specific exemption
to use Ferriamicide, a new formulation
of Mirex, to control Imported Fire
Ants. At that time, a 25-day period
which invited comments from the
public was announced. It was also
stated that EPA anticipated that eight
additional States were likely to apply
for similar specific exemption requests
for the use of Ferriamicide.

The purpose of this notice is to an-
nounce that EPA has now received ap-
plications from the States of Alabama,
Arkansas, Florida, Georgia, Louisiana,
North Carolina, South Carolina, and
Texas. The proposed acreage and the
amount of Ferriamicide bait requested
from each of these States are as fol-
lows:

1. Alabama proposes to use 50,000 pounds
until June 30, 1979;

2. Arkansas proposes to use 20,000 pounds
in 10 counties along the Arkansas-Louisiana
border from July 11, 1978, to June 30, 1979;

3. Florida proposes to use approximately
100,000 pounds during the period of July 1
through November 15, 1978, and 100,000
pounds between March 15 through June 30,
1979;

4. Georgia proposes to use 3,000,000
pounds on 3,000,000 acres until June 30,
1979;

5. Louisiana proposes to use 300,000
pounds in all 64 parishes (counties) from
July 1, 1978, through June 30, 1979;

6. North Carolina proposes to use 8,000
pounds from July 1, 1978, through June 30,
1979. The acreage was not specified, but the
Applicant stated that the Red Imported
Fire Ant currently infests over 900,000 acres
in 14 counties;

7. South Carolina proposes to use 60,000
pounds on 10,000,000 acres In 31 counties in
the eastern half of the State through June
30, 1979; and

8. Texas proposes to use 3,500,000 pounds
on over 42,000,000 acres In 93 counties from
July 1, 1978, through June 30, 1979.

EPA has given tentative approval to.
Mississippi for the use of Ferriamicide
to be applied to individual fire ant
mounds and for limited ground broad-
cast to agricultural areas, parks and
cemeteries. EPA will continue to
accept any additional comments of a
scientific nature only relating to the
proposed use of Ferriamicide in States
infested with Imported Fire Ants.

Persons interested in submitting sci-
entific comments should send them to
James Touhey, Chief, Emergency Re-
sponse Section, Process Coordination
Branch, Registration Division (TS-
767), Office of Pesticide Programs,
EPA, Room 315, East Tower, 401 M
Street SW., Washington, D.C. 20460.
All coniments should bear the identi-
fying notation "OPP-180172A." Com-
ments received on or before Septem-
ber 18, 1978, shall be considered before
it is determined whether a specific ex-
emption will be granted. Comments re-
ceived after this date will be consid-
ered 'only to the extent feasible con-
sistent with the time limits imposed.

All applications for specific exemp-
tions, as well as all written comments
filed according to this notice will be
available for public inspection in the
Emergency Response Section office at
the above address from 8:30 a.m. to 4
p.m. on normal business days. It is sug-
gested that persons interested In re-
viewing the comments call 202-755-
4851 before visiting the EPA head.
quarters office, so that the comments
may be made conveniently available
for review purposes.

Statutory authority: See. 18 of the Feder-
al Insecticide, Fungicide, and Rodenticido
Act (FIFRA), as amended (80 Stat, 973: 89
Stat. 751; U.S.C. 136(a) et seq.).

Dated: August 21, 1978,
DOUGLAS D. CArIPT,

Acting Deputy Assistant Admin-
istrator for Pesticide Pro-
grams.

[FR Doe. 78-24022 Filed 8-24-78; 8:45 =m]

[6560-01]

[OPP-31019; FRI, 954-7]

PESTICIDE PROGRAMS

Receipt of Application to Register a Pesticide
Product Entailing a Changed Use Pattern

Montedison U.S.A., Inc., 1114
Avenue of the Americas, New York,
N.Y. 10036, has submited to the Envi-
ronmental Protection Agency (EPA)
an application to register the pesticide
product CIDIAL E-4 (EPA file symbol
39541-RN), which contains 46.5 per-
cent of the active ingredient ethyl
alpha [(dimethoxyphosphinothioyl)
thio benzeneacetate. The application
received from Montedison U.S.A., Inc.,
proposes that the use pattern of this
product be changed from technical
chemical for reformulating into insec-
ticide to an active ingredient in an in-
secticide formulation. The applicant
also proposes that the product be clas-
sified for general use in citrus fruits.

Notice of receipt of this application
does not indicate a decision by this
Agency on the application. Interested
persons are invited to submit written
comments on this application to the
Federal Register Section, Program
Support Division (TS-757), Office of
Pesticide Programs, Room 401, East
Tower, 401 N Street SW, Washington,
D.C. 20460. The comments must be re-
ceived on or before September 25,
1978, and should bear a notation incl-
dating the EPA file symbol 39541-RN,
Comments received within the speci-
fied time period will be considered
before a final decision is made; com-
ments received after the specified time
period will be considered only to the
extent possible without delaying pro-
cessing of the application. Specific
questions concerning this application
should be directed to Product Man.
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ager (PM) 16, Registration Division
(TS-767), Office of -Pesticide Pro-
grams, at-the above address or by tele-
phone at 202-755-9315. The label fur-
nished by Montedison U.S.C. Inc., as
well as all written comments filed pur-
suant to this notice, will be available
for public inspection in the Office of
the Federal Register Section from 8:30
a.m. to 4:00 p.m. Monday through
Friday.

Notice of approval or denial of this
application to register CIDIAL E-4
will be announced in the FEDERAL REG-
ISTER. Except for such material protec-
tion by section 10 of the Federal Insec-
ticide, Fungicide, and Rodenticide Act
(FIFRA), the test data and other in-
formation submitted in support of reg-
istration as well as other scientific in--
formation deemed relevant to the reg-
istration decision may be made availa-
-ble after approval under the provi-
sions of the Freedom of Information
Act. The procedures for requesting
such data will be given in the FEDERAL
REGISTER if an application is approved.

Dated: August 18, 1978.
HERBERT S. HARRISON,

Acting Director,
Registration Division.

[FR Doe. 78-24020 Filed 8-24-78; 8:45 am]

[6560-01]

[OPP-30152; FRL 954-8]

PESTICIDE PROGRAMS

Receipt of Application To Register a Pesticide

Product Containing a New Active Ingredient

Monsanto Co., 800 North Lindbergh
Boulevard, St. Louis, Mo. 63166, has
submitted to the environmental Pro-
tection Agency (EPA) an application
to register the pesticide product "ma-

* chete herbicide" (EPA File Symbol
524-GET), containing 60 percent of
the active ingredient butachlor [N-(bu-
toxymethyl)-2-chloro-2',6'-
diethylaceta- nilide) which has not
been included in any previously regis-
tered pesticide products. The applica-
tion proposes that the product be clas-
sified for general'use for postemergent
weed control in rice.

Notice of receipt of this application
does not indicate a decision by the
Agency on the application. Interested
persons are invited to submit written
comments on this application to the
Federal Register Section, Program
Support Division (TS-757), Office of
Pesticide Programs, EPA, Room 401,
East-Tower, 401 M Street SW., Wash-
ington, D.C. 20460. The comments
must be received on or before Septem-
ber 25, 1978, and should bear a nota-
tion indicating the EPA File Symbol
"524-GET." Comments received
within the specified time period will be
considered before a final decision is

NOTICES

made: comments received after the
specified time period will be consid-
ered only to the extent possible with-
out delaying processing of the applica-
tion. Specific questions concerning
this application should be directed to
Product Manager (PM) 25. Registra-
tion Division (TS-767), Office of Pesti-
cide Programs, at the above address or
by telephone at 202-426-2632. The
label furnished by Monsanto Co., as
well as all written comments filed pur-
suant to this notice, will be available
for public inspection In the office of
the Federal Register Section from 8:30
a.m. to 4 p.m. Monday through Friday.

Notice of approval or denial of thl
application to register "machete herbi-
cide" will be announced In the FEAL
REGISTR. Except for such material
protected by section 10 of the Federal
Insecticide, Fungicide, and Rodenti-
cide Act (FIFRA) the test data and
other information submitted in sup-
port of registration as well as other
scientific information deemed relevant
to the registration decision may be
made available after approval under
the provisions of the Freedom of In-
formation Act. The procedures for re-
questing such data will be given in the
FEDERAL REGISTER if an application Is
approved.

Dated: August 18, 1978.
HERnERT S. HARRuSON,ActingDrector,

Registration Division.
EFR Doe. 78-24019 Filed 8-24-78; 8:45 am]

[6560-01]

[O]?P-50378: FRL 954]

PESTICIDE PROGRAMS

Experimental Use Permits

The Environmental Protection
Agency (EPA) has issued experimental
use permits to the following appli-
cants. Such permits are in accordance
with, and subject to, the provisions of
40 CFR Part 172, which defines EPA
procedures with respect to the use of
pesticides for experimental purposes.

No. 201-EUP-6l. Shell Chemical Co..
Washington, D.C. 20030. This experimental
use permit allows the use of 3.024 pounds of
the herbicide mixture 2.14-chloro-6-(ethyla-
mino)-s.triazin-2-yl] nmino]-2-methyl.pro-
pionitrile and 2.chloro-4(ethylamno)4-(Iso
propylamino)-s-triazine on corn to evaluate
control of various grasses and broadleaf
weeds. A total of 10,500 acres Is involved:
the program is authorized only in the States
of Alaska, Florida, Georgia, Illinois, Indi-
ana, Iowa, Kansas. Kentucky. Montana. Ne-
braska, New York. North Carolina, Ohio.
Oklahoma, Pennsylvania, South Carolina,
Tennessee, Texas, Virginia, and Wisconsin.
The experimental use permit is effective
from Lay 17, 1978 to May 17. 1979. Perma-
nent tolerances for residues of the active in-
gredlents in or on corn have been estab-
lished (40 CFR 180.307 and 180.220).

38085

No. 1471-=UP-60. Eianco Products Co.. In-
dianapolls, Ind. 46206. This experimental
use permit allows the use of 210 pounds of
the fungicide tricyclazole on rice to evaluate
control of rice blast disease. A total of 200
acres Is involved: the program Is authorized
only in the States of Arkansas, Louisiana,
Mississippl. and Texas. The experimental
mse permit Is effective from May 26. 1978 to
May 26, 1979. This permit is being Issued
with the limitation that all treated crops
are destroyed or used for research purposes
only.

No. 707-EUP-92. Rohm & Haas Co., Phila-
delphia, Pa. 19105. This experimental use
permit allows the use of 524 pounds of the
fungicide d-butyl-d-phenyl-IH-midazole-1-
propanenltrile to evaluate control of the
major diseases of roses. A total of 12.80
acres Is Involved: the program Is authorized
only in the States of Arkansas. California,
Florida, Georgia, I11inols, Indiana, Louisi-
ana, Michigan, Minnesota, Missouri, New
Jersey, New York. Oregon. Pennsylvania,
Tennessee, Texas, and Washington. The ex-
perimental use permit Is effective from May
26, 1978 to May 26, 1979.

Interested parties vishing to review
the experimental use permits are re-
ferred to Room E-315, Registration
Division (TS-767), Office of Pesticide
Programs, EPA, 401 M Street SW.,
Washington, D.C. 20460. It is suggest-
ed that such interested persons call
202-755-4851 before visiting the EPA
Headquarters Office so that the ap-
propriate permits may be made conve-
niently available for review purposes.
These files will be made available for
inspection from 8:30 a m. to 4 pm.,
Monday through Friday.
STAT TORy Autmoar. See, 5 of the Federal
Insecticide, Fungicide, and Rodenticide Act
(FIFRA). as amended (86 Stat. 973; 89 Stat.
751; 7 U.S.C. 136(a) et seq.).

Dated: August 18, 1978.
HERBERT S. HARRIsoN,

ActingDirector,
Registration Division.

[FR Doe. 78-24021 Filed 8-24-78; 8.45 am]

[6560-01]

[OPP-33000/550% FRL 954-4]

PESTICIDE PROGRAMS

Receipt of Application for Pesticide RegIstra-
tlon Data to be Considered in Support of
Applications

On November 19, 1973, the Environ-
mental Protection Agency (EPA) pub-
lished in the FEDLmr REGISTER (39 FR.
31862) its interim policy with respect
to the administration of section
3cX1)(D) of the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), as amended ("Interim Policy
Statement"). On January 22, 1978,
EPA published in the FEDmAL REGIS-
TER a document entitled "Registration
of a Pesticide Product-Consideration
of Data by the Administrator in Sup-
port of an Application" (41 FR 3339).
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This document described the changes
in the Agency's procedures for imple-
menting section 3(c)(l)(D) of FIFRA,
as set out in the Interim Policy State-
ment which were effected by the en-
actment of the amendments to FIFRA
on November 28, 1975 (Pub. L. 94-140),
and the regulations governing the reg-
istration and re-registration of pesti-
cides which became effective on
August 4, 1975 (40 CFR Part 162).

Pursuant to the procedurss set forth
In these FEDERAL REGISTER documents,
EPA hereby gives notice of the appli-
cations for pesticide-registration listed
bel6w. In some cases these applica-
tions have recently been received; in
other cases, applications have been
amended by the submission of addi-
tional supporting data, the election of
a new method of support, or the sub-
mission of new "offer to pay" state-
ments.

In the case of all applications, the la-
beling furnished by the applicant for
the product will be available for in-
spection at the Environmental Protec-
tion Agency, Room 209, East Tower,
401 M Street SW., Washington, D.C.
20460. In the case of applications sub-
ject to the seciton 3 regulations which
utilize either the 2(a) or 2(b) method
of support specified in the Interim
Policy Statement, all data citations
submitted or referenced by the appli-
cant in support of the application will
be made available for inspection at the
above address. This information (pro-
posed labeling and, where applicable,
data citations) will also be supplied by
mail, upon request. However, such a
request should be made only when cir-
cumstances make It inconvenient for
the inspection to be made at the
Agency offices.

Any person who (a) is or has been an
applicant, (b) believes that data he de-
veloped and submitted to EPA on or
after January 1, 1970, are being used
to support an application described in
this notice, (c) desires to assert a claim
under section 3(c)(1)(D) for such use
of his data and wishes to preserve his
right to have the Administrator deter-
mine the amount of reasonable com-
pensation to which he is entitled for
such use.of the data, or (d) wishes to
assert confidential status under sec-
tion 10 for his data, must notify the
Administrator and the applicant
named in the notice in the FEDERAL
REGISTER of his claim by certified mail.
Notification to the Administrator
should be addressed to the Process Co-
ordination Branch, Registration Divi-
sion (TS-767), Office of Pesticide'Pro-
grams, Environmental Protection
Agency, 401 M Street SW., Washing-
ton, D.C. 20460. Every such claimant
must include, at a minimum, the infor-
mation listed in the Interim Policy
Statement of November 19, 1973.

Specific questions concerning appli-
cations made to the Agency should be
addressed to the designated Product
Manager (PM), Registration Division
(TS-767), Office of Pesticide Pro-
grams, at the above address, or by tele-
phone as follows:

PM 12 and 16-202/755-9315.
PM 21 and 22-202/426-2454.
PM 24-202/755-2196.
PM 31 and 32-202/426-2635.
PM 15 and 17-202/426-9427.
PM 23-202/755-1397.
PM-25-202/426-2632.

The Interim Policy Statement re-
quires that claims for compensation be
filed on or before October 24, 1978.
EPA will not delay any registration
pending the assertion of claims for
compensation or the determination of
reasonable compensation. Inquiries
and assertions that data relied upon
are subject to protection under section
10 of FIFRA, as amended, should be
made within 30 days subsequent to
publication of this notice. Registration
will be delayed pending resolution of
section 10 claims.

Dated: August 18, 1978.

HERBERT S. HAutisoN,
Acting Director,

Registration Division.

APPLICATION RECEIVED 33000/550

EPA File Symbol 52-ELM. West Chemical
Products, Inc., 42-16 West Street, Long
Island City, NY 11101. TOTACIDE-28.
Active Ingredients: Glutaraldehyde 2.0%.
Method of Support: Application proceeds
under 2(a) of interim policy. PM31

EPA Reg. No. 100-583. CIBA-GEIGY, Agri-
cultural Division, P.O. Box 11422, Greens-
boro, N.C. 27409. DUAL 6E. Active Ingre-
dients: Metolachlor: 2-chloro-N-(2-ethyl-6-
methyl-phenyl)-N-(2-methoxy-l-methy-
lethyl)acetamide 68.5%. Method of Sup-
port: Application proceeds under 2(b) of
interim policy. Republished: Added use.
PM24

EPA Reg. No. 100-590. CIBA-GEIGY, Agri-
cultural Division. BICEP 4.5L. Active In-
gredients: Atrazine: 2-chloro-4-ethyla-
mino-6-sopropylamino-s-triazine 20.8%;
Atrazine related compounds 1.1%; Meto-
lachlor. 2-chloro-N-(2-ethyl-6-methyl-
phenyl)-N-(2-methoxy - I - methylethyl)
acetamide 27.5%. Method of Support: Ap-
plication proceeds under 2(b) of interim
policy. Republished: Added use. PM25

EPA File Symbol 148-REAA. Thompson-
Hayward Chemical Co., 5200 Speaker
Road, Kansas City, Kans. 66106. DURS-
BAN '/% GRANULAIR Active Ingredi-
ents: Chlorpyrifos (0,0-diethyl 0-(3,5,6-
trichloro-2-pyridyl) phosphorothioate)
0.5%. Method of Support: Application pro-
ceeds under 2(b) of interim policy. PM12

EPA File Symbol 148-REAT. Thompson-
Hayward Chemical Co. DURSBAN 1%
GRANULAR. Active Ingredients: Chlor-
pyrifos (0,0-diethyl 0-(3,5,6,-trichloro-2-
pyridyl)phosphorothioate) 1%. Method of
Support: Application proceeds under 2(b)
of interim policy. PM12

EPA Reg. No. 239-2032. Chevron Chemical
Co., Ortho Division, San Francisco, Calif.
94119. CHINCH BUG AND SOD WEB-

WORM CONTROL Active Ingredients:
0,0,0,0-Tetrapropyl dithlopyrophosphate
3.2%. Method of Support: Application pro-
ceeds under 2(b) of interim policy. PM16

EPA Reg. No. 239-2186. Chevron Chemical
Company. ORTHO PARAQUAT CL.
Active Ingredients: Paraquat dichloride
(1,1'-dimethyl-4-4'-blpyridinlum diehlo.
ride) 29.1%. Method of Support: Applica.
tion proceeds under 2(b) of Interim policy.
Republished: Amendment, PM25

EPA Reg. No. 352-354. E. I. Du Pont Do Ne.
mours & Co., Inc., Biochemicals Depart.
ment, Wilmington, Del. 19898. BENLATE
FUNGICIDE WETTABLE POWDER.
Active Ingredients: Benomyl [methyl 1.
(butylcarbamoyl) - 2 - benzmildazolc- car.
bamate] 50%. Method of Support: Appli.
cation proceeds under 2(b) of interim
policy. Republished: Added use. PM22

EPA Reg. No. 359-659. Rhodia Inc., Agricul-
tural Division, P.O. Box 125, Monmouth
Junction, N.J. 08582. CHIPCO RONSTAR
G. Active Ingredients: Oxadlazon [2-tert-
butyl-4-(2,4-dlchloro-5-sopropoxyphcnyl)-
delta 2-1,3,4-oxadlazolin-5-one] 2.0%,.
Method of Support: Application proceeds
under 2(b) of interim policy. Republished:
Added use PM24

EPA File Symbol 485-UI. Industrial Fumi.
gant Co., 601 East 159th Street, Olathe,
Kans. 66061. METHYL FUME. Active In-
gredients: Methyl Bromide 100%. Method
of Support: Application proceeds under
2(b) of interim policy. PMI6

EPA Reg. No. 524-314. Monsanto Co., 800
North Lindbergh Boulevard, St. Louis,
Mo. 63166. LASSO. Active Ingredients:
Alachlor 45.1%. Method of Support: Appli.
cation proceeds under 2(b) of interim
policy. Republished: Amendment. PM25

EPA File Symbol 557-ROEL. Swift Agricul-
tural Chemical Corp., 111 W. Jackson
Boulevard, Chicago, Ill. 60604. GOLDEN
VIGORO INSECT CONTROL PLUS
LAWN FERTILIZER. Active Ingredients:
Chloropyrifos (0,0-diethyl 0-(3,5,6-trich.
loro-2-pyridyl) phosphorothloate) 0.46%.
Method of Support: Application proceeds
under 2(b) of Interim policy. PM12

EPA File Symbol 675-15-ZA. Lehn and Fink
Industrial Products Division, National
Laboratories, Sterling Drug Inc., Mont-
vale, N.J. 07645. LEHN AND FINK IN-
STRUMENT GERMICIDE. Active Ingre.
dients: Ethyl alcohol 4.640%; Soap 1.180%;
0-Phenylphenol 0.518%; 0-Benzyl-p.chlor-
ophenol 0.252%; Isopropyl alcohol 0.083%:
Tetrasodium ethylenediamine tetraace.
tate 0.072%. Method of Support: Applica-
tion proceeds under 2(b) of interim policy.
Republished: Formula change. PM32

EPA File Symbol 707-RUU. Rohm & Haas,
Independence Mall West, Philadelphia,
Pa. 19105. AMBERGARD XE-342. ActiVe
Ingredients: Silver Chloride 0.28%.
Method of Support: Application proceeds
under 2(a) of interim policy. PM31

EPA File Symbol 1159-ROO. Seacoast Labo-
ratories, Inc., 25 Highway 18, East Bruns-
wick, N.J. 08816. GRANULAR LAWN IN-
SECTICIDE WITH DURSBAN. Active In-
gredients: Chlorpyrifos [0,0-dlethyl 0-
(3,5,6-trichloro-2-pyridyl) phosphoro-
thloatel 1.16%: Aromatic petroleum de-
rivative solvent 0.65%. Method of Support:
Application proceeds under 2(b) of Interim
policy. PM12

EPA File Symbol 1448-AN. Buckman Labo-
ratories, Inc., 1258 North McLean Boule-
yard, Memphis, Tern, 38108. BL WSCP
10. Active Ingredients: Poly oxyethylene
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(dimethyliminio) ethylene-(dimethyli-
minlo) ethylene dichloride] 10.0%.
Method of Support: Application proceeds
under 2(b) of interim policy. PM32

EPA File Symbol 1448-AR. Buckman Labo-
oratories, Inc. EL WSCP-15. Active Ingredi-
ents: Poly [oxyethylene (dimethyliminio)
ethylene-(dimethyliminio)ethylene dichlo-
ride] 15.0 percent. Method of Support: Ap-
plication proceeds under 2(b) of interim
policy. PM32

EPA File Symbol 1448-AE. Buckman Labo-
ratories, Inc.-BL WSCP-20. Active Ingredi-
ents: Poly [oxyethylene (dimethylimino)
ethylene-(dimethyliminio)ethylene dichlo-
ride] 20.0 percent. Method of Support: Ap-
plication proceeds under 2(b) of interim
policy. PM32

EPA File Symbol 1448-AG. Buckman Labo-
ratories; Inc. BL WSCP-30. Active Ingredi-
ents:
Poly[oxyethylene(dimethyliminio)ethylene-
(dimethyliminio)ethylene dichloride] 30.0
percent. Method of Support: Application
proceeds under 2(b) of interim policy.
PM32

EPA Reg. No. 1471-35. Elanco Products Co.,
Division of Eli Lilly & Co.. P.O. Box 1750,
Indianapolis, Ind. 46206. TREFLAN.
Active Ingredients: Trifluralin (aaa-trl-
fluoro-2,6-dinitro-n,n-dipropyl-p-toluidlne)
44.5 percent. Method of Support: Applica-
tion proceeds under 2(b) of interim policy.
PM23

EPA File Symbol 1597-RL. Omaha Com-
pound Co., 21st and Nicholas Streets,
Omaha, Nebr. 68102. DEFIANCE ALGAE-
CIDE NF. Active Ingredients: Poly [ox-
yethylene (dimethyliminio) ethylene-
(dimethyliminio)ethylene dichloride] 10.0
percent. Method of Support: Application
proceeds under 2(b) of interim policy.
PM32

EPA File Symbol 1597-RA. Omaha Com-
pound Co. DEFIANCE COOLING
TOWER ALGAECIDE NF Active Ingredi-
ents: Poly [oxyethylene (dimethyliminlo)
ethylene-(dimethyliminlo)ethylene dichlo-
ride] 10.0 percent. Method of Support: Ap-
plication proceeds under 2(b) of Interim
policy. PM32

EPA File Symbol 1812-EGR. Griffin Corp.,
Valdosta, Ga. 31601. NU-BAIT NO. 2.
Active Ingredients: Methomyl (S-methyl-
N-(methylcarbamoyl)oxy) thioacetiml-
date) 1.25 percent. Method of Support:
Application proceeds under 2(b) of interim
policy. PM12

EPA File Symbol 2564-L. Arrow Laborato-
ries, P.O. Box 295, Fair Haven Station,
New Haven, Conn. 06513. ALGO-1. Active
Ingredients: n-Alkyl(60 'percent C14, 30
percent C16, 5 percent C12, 5 percent
C18)dimethylbenzyl ammonium chlorides
5 percent; n-Alkyl(68 percent C12, 32 per-
cent C14)dimethyl ethylbenzyl ammoni-
urn chlorides 5 percent Method of Sup-
port: Application proceeds under 2(b) of
interim policy. Republished: Revised offer
to pay. PM31

EPA Reg. No. 2596-49. Hartz Mountain
Corp., Harrison, N.J. 07029. HARTZ 2 IN 1
COLLAR FOR CATS. Active Ingredients:
2-Chloro-l-(2.4,5-trichlorophenyl)vinyl di-
methyl phosphate 13.7 percent. Method of
Support: Application proceeds under 2(a)
of interim policy. Republished: Formula
change. PM15

EPA Reg. No 2596-50. Hartz Mountain
Corp. 'HARTZ 2 IN 1 COLLAR FOR
DOGS. Active Ingredients: 2-Chloro-1-
(2,4,5,-trichlorophenyl)vinyl - dimethyl

phosphate 13.7 percent. Method of Sup-
port: Application proceeds under 2(a) of
interim policy. Republished. Formula
change. PM15.

EPA File Symbol 2935-URR. Wilbur-Ellis
Co. P.O. Box 1286, Fresno, Calif. 93715.
COPPER SULFATE CRYSTALS. Active
Ingredients: (CuSO, 5H.O) 99 percent
Min.; (Copper as Metallic, 25.2 percent
Min.). Method of Support: Application
proceeds under 2(b) of Interim policy.
PML24

EPA File Symbol 3772-UN. Earl May Seed
& Nursery Co, North Ells Street. Shenan-
doah, Iowa 51601. EARL MAY DURSBAN
1/2G GRANULAR INSECTICIDE. Active
Ingredients: Chlorpyrifos [O.0-dlethyl 0-
(3.5,6-trichloro-2-pyridyl)phos- phoroth-
oate] 0.5 percent. Method of Support: Ap-
plication proceeds under 2(b) of Interim
policy. PM12

EPA File Symbol 4313-AG. Carroll Co., 2900
West Kingsley Road. Garland, Tex. '15041.
CARROLL QUAT 9.0. Active Ingredients:
n-Alkyl (60 percent C14, 30 percent CIO, 5
percent C12, 5 percent C18)dimethyl
benzyl amnmonlum chlorides 4.50 pecent;
n-Alkyl (68 percent C12, 32 percent C14)
dimethyl ethylbenzyl ammonium chlor-
ides 4.50 percent; Sodium Carbonate 4.00
percent; Tetrasodlum ethylenediamne te-
traacetate 1.95 percent. Method of Sup-
port: Application proceeds under 2(b) of
interim policy. PM31

EPA File Symbol 4581-GGT. Pennwalt
Corp. Decco Division, 900 First Avenue,
P.O. Box C, King of Prussia. Pa. 19406
DECCO-BRAND CIPC TECHNICAL.
Active Ingredients: Isopropyl-m-chloro-
carbanllate (CIPC) 99.00 percent. Method
of Support: Application proceeds under
2(b) of interim policy. P1425

EPA File Symbol 4959-EL West Agro-Chl-
mical, Inc. P.O. Box 1836, Shawnee-Mls-
slon, Karns. 66222. PRESERV-IT ILK
SAMPLE PRESERVATIVE TABLETS.
Active Ingredients: 143-chloroallyl)-3,5,7.-
trlaza-l-azonlaadanmntane chloride 38
percent. Method of Support: Application
proceeds under 2(b) of Interim policy.
PM32

EPA File Symbol 5680-RO. W. G. Snee Co.
Inc., 1430 South Peters Street, New Or-
leans, La. 70130. POWER-GUARD RD-10.
Active Ingredients: Alkyl(C14, 50 percent,
C12 40 percent, C16 10 percent) 10.00 per-
cent; Ethanol 2.50 percent. Method of
Support: Application proceeds under 2(b)
of interim policy, Republished: Revised
offer to pay. PM31

EPA File Symbol 6176-L, Livingston Indus-
tries Inc. 14550 West 99 Street. Lenexa.
Katns. 66215. 3-D CONCENTRATED DE-
TERGENT, SANITIZER FUNGICIDE,
DISINFECTANT, DEODORIZER. Active
Ingredients: n-Alkyl(60 percent C14, 30
percent C16. 5 percent C12, 5 percent C18)
dlmethyl benzyl ammonium chlorides 4.5
percent: n-Alkyl(68 percent C12, 32 per-
cent C14)dtmethyl ethylbenzyl ammoni-
urn chlorides 4.5 percent; Tetrasodlum
ethylenediamine tetraacetate 2.0 percent:
Sodium Carbonate 4.0 percent Method of
Support: Application proceeds under 2(b)
of interim policy. Republished: Revised
offer to pay. PT31

EPA File Symbol 6889-RN. Palmetto
Chemical and Supply Co., Inc., p.O. Box
1218. 600 Stitt Street, Monroe, NC. 28110.
SPECTRA. Active Ingredients: n-Alkyl(60
percent C14, 30 percent C16. 5 percent
C12. 5 percent C18)dlmethylbenzyl ammo-

nium chlorides 6.25 percent; n-Alkyl(68
percent C12. 32 percent
C14)dimethylethylbenzyl ammonium
chlorides 6.25 percent; Tetrasodium ethy-
lenedamine tetraacetate 3.60 percent.
Method of Support: Application proceeds
under 2(b) of Interim policy. PM31

EPA File Symbol 8047-UE. Polychem. Inc..
P.O. Box 10026. New Orleans. La. 70181.
POLYCIDE CLQ ALGICIDE. Active In-
gredlents: Alkyl(C14. 90 liercent; C12. 5
percent; C16. 5 percentldimethyl dchloro-
benzyl ammonium chloride 19.23 percent.
Method of Support: Application proceeds
under 2(b) of interim policy. Republished-
Revised offer to pay. PM31

EPA File Symbol 8340-RR. Amerciar
Hoechat Corp., Agricultural Division,
Sommerville, NJ. 08876. HOELON 3EC
HERBICIDE. Active Ingredients: Methyl
2-[4-(2,4-dichlorophenoxy)phenoxy] pro-
panoate 35.49 percent. Method of Sup-
port: Application proceeds under 2(a) of
interim policy. 11T23

EPA File Symbol 8340-RE. American
Hoechst Corp. HOELON TECHNICAL.
Active Ingredients Methyl 2-[4-(2.4-dich-
lorophenoxy) phenoxylpropanoate 93 per-
cent. Method of Support: Application pro-
ceeds under 2(a) of interim policy. PM,23

EPA File Symbol 8901-EN. Kocide Chemi-
cal Corp.. P.O. Box 45539. Houston. Tem.
77045. KOCIDE 6P. Active Ingredients:
Cupric Hydroxide 37.5 percent. Method of
Support: Application proceeds under 2(b)
of interim policy. Republished: Revised
offer to pay. TTA22

EPA File Symbol 9091-U. Van. Straaten
Chemical Co., 630 West Washington Bou-
levard, Chicago. Ill. 60606. VAN STRAA-
TEN CONDITIONER NO. 10. Active In-
gredients: Poly Eoxyethylene (dimethyll-
mno) ethylene (dimethyliminlo) ethyl-
ene dichloride] 60.0 percent. Method of
Support: Application proceeds under 2(b)
of interim policy. PM32
[FR Doc. 78-24023 Filed 8-24-78; 8:45 am]

[6560-01]

[FRI 954-1]

POLYCILORINATED BIPHENYLS

Approved PCB Disposal Faolifies

On February 17, 1978, the U.S. Envi-
ronmental Protection Agency pub-
lished in the FEDERAL REGISTER the
final rule for the "Disposal and Mark-
ing of Polychlorinated Biphenyls
(PCBs)" (43 FR 7150). (This rule is re-
quired by section 6(e)(1) of the Toxic
Substances Control Act (Pub. L. 94-
469, 15 U.S.C. 2605(e)).)

Under this rule, disposal of many
PCBs, as defined in the regulation, is
prohibited subsequent to April 18,
1978, except atEPA approved facili-
ties. All facility approvals will be
granted in writing by the appropriate
Regional Administrator in which the
respective facility is located.

To date, the following facilities have
been approved by EPA under the au-
thority of §§761.40(d) and 761.41(c) of
the PCB Disposal and Marking Regu-
lation to dispose of PCBs:
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EPA REGION 1I (26 Fedefal Plaza, New
York, N.Y. 10007)

1. Facility: Newco Chemical Waste Systems,
Inc.

Facility Address: 4626 Royal Avenue, Ni-
agara Falls, N.Y. 14303.

Facility Telephone No.: 716-285-6944.
Type of Facility Approved: Chemical

waste landfill.
Type of PCB Waste Handled: Capacitors

(small and large); Properly drained
transformers; Contaminated soil, dirt,
rags, and other debris; Dredge spoils;
Municipal sludges; Properly drained
containers (drums).

Expiration Date of Approval: August 8,
1981.*

EPA Regional Office Contact: Wayne
Pierre.EPA Telephone No.: 212-264-0505.

EPA REGION IV (345 Courtland Street
NE., Atlanta, Ga. 30308)

1. Facility: Waste Management of Alabama,
Inc.

Facility Address: P.O. Box 1200, Living-
ston, Ala. 35470.

1 Facility Telephone No.: 205-652-9529.
Type of Facility Approved: Chemical

waste landfill.
Type of PCB Waste Handled: Capacitors

(small and large); Properly drained
transformers; Contaminated soil, dirt,
rags, and other debris; Dredge spoils;
Municipal sludges; Properly drained
containers (drums).

Expiration Date of Approval: Open-
ended.*

EPA Regional Office Contact: Mr. James
Scarbrough.

EPA Telephone No.: 404-881-3016.

EPA REGION X (1200 Sixth Avenue,
Seattle, Wash. 98101)

1. Facility: Chem-Nuclear Systems, Inc.
Facility Address: P.O. Box 1269, Portland,

Oreg. 97205-Main office (site located in
Arlington, Oreg.).

Facility Telephone No.: 503-223-1912.
Type of Facility Approved: Chemical

waste landfill.
Type of PCB Waste Handled: Capacitors

(small and large); Properly drained
transformers; Contaminated soil, dirt,
rags, asphalt, and other debris; Properly
drained containers (drums).

Expiration Date of Approval: January 1,
1980.

EPA Regional Office Contact: Mr. Roger
Fuentes.

EPA Telephone No.: 206-442-1260.
2. Facility: Wes-Con, Inc.

Facility Address: P.O. Box 564, Twin Falls,
Idaho 83301-Main office (site located in
Grand View, Idaho).

Facility Telephone No.: 208-734-7711.
Type of Facility Approved: Disposal in

missile silos.
Type of PCB Waste Handled: Capacitors

(small and large); Properly drained
transformers; Contaminated soil, dirt,
rags, asphalt, and other debris; Properly
drained containers (drums).

Expiration Date of Approval: January 1,
1980.

EPA Regional Office Contact: Mr. Roger
Fuentes.

EPA Telephone No.: 206-442-1260.

*NoTE.-After January 1. 1980, PCB 1a-
pacitors and contaminated soils, rags, and
other debris cannot be disposed of in chemi-
cal waste landfills. A special provision does

permit, without time limits, the disposal in
chemical waste landfills of contaminated
soil and debris resulting from spills or from
old disposal sites that predate the PCB reg-
ulations.

Future notices, updating this.list of
approved facilities will be published in
the FEDERAL REGIsTER approximately
every month. For further information
on the EPA approval of these disposal
facilities, please get in, touch with the
appropriate _EPA Regional Office con-
tact.

Dated: August 15, 1978.

G. M. DIETRICH,
Acting Deputy Assistant

Administration for Solid Waste.
[FR Doc. 78-24017 Filed 8-24-78; 8:45 am]

[6560-01]

[FRL 954-2]

AMBIENT AIR MONITORING REFERENCE AND
EQUIVALENT METHODS

Amendment to Equivalent Method for SO2

Notice is hereby given that EPA, in
accordance with 40 CFR Part 53 (40
FR 7044, Fel~ruary 18, 1975), has ap-
proved an amendment to SO2 equiva-
lent method number EQSA-1275-006
(FEDERAL REGISTER, Vol. 41, page 3893,
January 27, 1976). While the designa-
tion number of the method remains
the same, the method identification is
amended to read as follows:

EQSA-1275-006, "Meloy Model SA 185-2A
Sulfur Dioxide Analyzer", operated on
the 0-0.5 p.p.m. range, with or without
any of the following options:

S-1, Linearized Output
S-2, Modified Recorder Output
S-5, Teflon Coated Block
S-6A, Re-ignite Timer Circuit
S-7, Press to Read
S-11A, Manual Zero and Span
S-lIB, Automatic Zero and Span
S-13, Status Lights
S-14, Output Booster Amplifier
S-143, Line Transmitter Board
S-18, Rack Mount Conversion 18A, Rack

Mount Conversion
S-21.Front Panel Digital Volt Meter
S-22, Remote Zero/Span Control and

Status (Timer)
S-22A, Remote Zero/Span Control
S-23, Automatic Zero Adjust
S-23A, Automatic/Manual Zero Adjust
S-24, Dual Range Linearized Output
S-33. Remote Range Control and Status

(Signals)
S-34, Remote Control
S-35, Front Panel Digit Meter with BCD

Output
S-36, Dual Range Log-Linear Output
S-38, Sampling Mode Status;

or operated on the 0-1.0 ppm range with
either option S-36 or options S-1 and S-24,
with or without any of the other listed op-
tions.

The method is available from Meloy
Laboratories, Inc., Instruments and

Systems Division, 6715 Electronic
Drive, Springfield, Va. 22151.

This change Is made in accordance
with 40 CFR 53.14, based on additional
information submitted by the appli-
cant subsequent to the original desig-
nation (41 FR 3893, January 27, 1916).
As an equivalent method, this method
is acceptable for use by States and
other control agencies for purposes of
§ 51.17(a) of 40 CFR Part 51 ("Re-
quirements for Preparation, Adoption,
and Submittal of Implementation
Plans") as amended on February 18,
1975 (40 FR 7042).

Additional information concerning
the use of this designated method may
be obtained from the original Notice
of Designation (41 FR 3893) or by
writing to: Director, Environmental
Monitoring and Support Laboratory,
Department E (MD-76). U.S. Environ-
mental Protection Agency, Research
Triangle Park, N.C. 27711. Technical
questions concerning the method
should be directed to the manufactur-
er.

Dated: August 22, 1978.
STEPHE J. GACE,

AssistantAdministratorfor
Research and Development

(FR Doc. 78-24018 Filed 8-24-78: 8:45 am]

[6712-01]
FEDERAL COMMUNICATIOIS

COMMISSION

[FCC 78-605; RM-2846, 3109]

NEW COMMUNITY EDUCATIONAL FIXED
RADIO SE.VICE AND LIMITED NON-COM-
MERCIAL LOCAL ORIGINATION THROUGH
TELEVISION TIANSLATOR STATIONS

Memorandum Opinion and Order ro Denial of

Petition

Adopted: August 8, 1978.
Released: August 22, 1978.

By the Commission: Commissioner
Washburn absent.

In the matters of establishment of a
New Community Educational Fixed
Radio Service in the 470 MHz to 930
MHz frequency bands and amendment
of part 74 of the commission's rules to
allow limited noncommercial local
origination through television transla-
tor stations.

1. Here the Commission addresses
two petitions for rulemaking. Each pe-
tition deals with the origination of
programing by either television trans-
lators or by a form of low-power com-
munity-service television. As explained
below, the Commission has decided to
initiate today, in a separate proceed-
ing, an inquiry (see notice of inquiry in
BC docket 78-253, FCC 78-604, -
FCC2d - (1978)) into the future role
of low-power television, which also in-
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cludes the operation of television
translators. Many of the areas to be
explored in the inquiry touch upon
matters at issue in the subject two pe-
titions. To the extent that the inquiry
will address these areas, the petitions
will be declared moot. In all other re-
spects, and where petitioners seek im-
mediate institution of certain rule
amending proceedings-proceedings
-which we believe would be premature
at this time due to the need for addi-
tional information and broader policy
planning-the petitions will be denied.
We have decided, however, to place
these two petitions, and the comments
received, in the record of the Commis-
sion's inquiry in BC docket 78-253.

2. Below is a brief description of the
two petitions and the comments they
have elicited. Following each summary
we will explain the "nature of our dis-
position of the petition as well as the
rationale for our judgment.

RM-2846--"CCOMUNICASTING"

3. The subject petition was submit-
ted by the Center for Advance Study
in Education (CASE) at the Graduate
School and University Center of the
City University of New York and the
Communicasting Association of Amer-
ica, Inc. (CAA).' Petitioners seek the
establishment of a new "communicast-
ing" service and the use of certain fre-
quencies in the 470 to 930 MHz band,
with preference given to UHF televi-
sion channels 70 through 83 (806 to
890 MHz). This communicasting serv-
ice is described as one whereby low-
power UBF transmission apparatus
would be used to prpvide over-the-air
community service broadcasting. This
activity would involve the use-of tele-
vision "repeaters" which would pick
up very low power signals from remote
terminals and rebroadcast them to
cover a -community or small regional
area. In this fashion, petitioners
assert, communicasting could be used
on an interactive basis to present edu-
cational, instructive and specialized
programing.

4. Through the use of this low-poter
repeater technology, petitioners ex-
plain, there could be a number of re-
ceiving/sending stations in a commu-
nity, each equipped with basic video
gear and a small transmitter and an-
tenna. Program matter or information
transmitted from one of these multi-
ple access stations then would be re-
ceived by the repeater and retransmit-
ted instantaneously on a UHF televi-
sion channel, a signal which could be
viewed not only at any other multiple
access receiving/sending station but
on any television reciever (with a typi-

'The Communicasting Association of
America, Inc. is identified as a nonprofit or-
ganization dedicated to the use of the radio
spectrum for educational and scientific mul-
tilateral communication.

cal UHF tuner) in the community. Pe-
titioners maintain that the interactive
capability of the system would add a
new dimension to televised instruc-
tional and educational program deliv-
ery and afford a valuable vehicle for
other information distribution and ex-
change purposes.

5. Petitioners and a variety of com-
menting parties matitain that com-
municasting would have operational
advantages over ITFS2 facilities in
that the latter utilizes microwave sig-
nals which can only be received by
those with special equipment. Com-
municasting, on the other hand, would
result in an "open circuit" product
viewable by anyone in the communi-
ty.3 A number of comments suggest
that the advantages over ITFS also in-
clude the lower costs of transmission
and, of course, reception equipment.
The ITFS service, they contend, has
been available only to financially af-
fluent educational organizations
which can afford the microwave equip-
ment required. Certain ITFS licensees
state their opinion that communicast-
ing would allow them to serve a wider
and more varied community.

6. The vast majority of the com-
ments filed in response to the petition
support the communicasting concept.
Many contend that it would put
unused electromagnetic spectrum to a
valuable use. Several parties have of-
fered a number of supportive sugges-
tions, including the Commission's au-
thorization of low-cost video genera-
tion gear, and the development of re-
lated technical standards that will
foster the growth of the communicast-
ing activity. Certain comments ob-
served that the proposed communi-
casting service should not be con-
strued as a "fixed" service but as a
"broadcast" service since it would
serve the general public and could uti-
lize, generally, the existing allocation
framework in most geographic areas.
The "repeater" station, some note,
could utilize unattended TV translator
technology.

7. Several parties suggest a variety
of community service uses for the pro-
posed service. It is commented that
communicasting could constitute the
realization of cable *television's "blue
sky" promises through the use of the
broadcast spectrum-all without the
need to wire towns and cities. Aside
from urban uses, many parties view
the petitioners' proposals as being an

2As defined In section 74.931 of the Com-
mission's rules, the Instructional Television
FLxed Service (ITFS) is one which uses mi-
crowave facilities (a "closed" system requir-
ing special receiving gear) for the distribu-
tion of instructional or cultural informa-
tion.

3Petitioners note that while the repeater's
output would be on a UHF TV channel, the
input from the multiple access stations
could utilize nonbroadcast frequencies.

Integral part of rural telecommunica-
tions development. Several suggest
that experimental and demonstration
projects be established in both rural
and urban settings.

8. Approximately 30 parties have of-
fered support for the petitioners' pro-
posals. This support ranges from a va-
riety of educational institutions to
amateur television operators to equip-
ment suppliers and to health care and
community service organizations. Gen-
erally favorable comment also was re-
ceived from the Department of
Realth, Education, and Welfare,
which urged that the Commission
allow expanded television translator
origination. The only comments in op-
position were submitted, by the Land
Mobile Communications Council and
the American Telephone & Telegraph
Co. These oppositions argue that peti-
tioners have shown insufficient public
need or demand for the establistiment
of their proposed service or, more spe-
cifically, for their proposed use of fre-
quency bands containing substantial
land mobile allocations.

Discussiox

9. We have examined the matters set
forth In the subject petition and sever-
al related comments, and find that
they suggest an imaginative and po-
tentially beneficial public service tele-
vision concept. The service they de-
scribe under the term "communicast-
ing" is but one form of low-power tele-
vision use. And, as noted above, we
have Just opened up a broad inquiry
into this entire low-power TV area.
Many of the proposals set forth in the
petition, and in the supportive com-
ments, fit precisely within the scope of
this inquiry.

10. As explained in our Notice, issued
today, we believe there is a need for
fact gathering and broad multi-issue
policy planning-activities which are
necessary prerequisites to the initi-
ation of rulemaking proceedings de-
signed to establish new low-power ser-
vices. And although we will deny peti-
tioners' request for initiation now of a
rulemaking proceeding, this action
should not be construed as a rejection
of the "communicasting" concept. On
the contrary, we believe that this type
of communications activity is one
which deserves considerable attention
in the overall inquiry-a proceeding
which later may be broadened to in-
elude the kind of rulemaking envi-
sioned by petitioners. While we deny
the petition now and correspondingly
decline to grant a request for specific
spectrum space reservation, it may be
that. during the course of the Com-
mission's inquiry, an experimental
project could be undertaken, using a
portion of the radio frequency spec-
trum, which could afford us and inter-
ested parties the opportunity to assess
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the facility and value of "communi-
casting." Parties commenting in re-
-sponse to our Notice of Inquiry may
wish to address this matter and sug-
gest mechanisms and parameters for
such a demonstration project.

RM-3109-NoNcoMMERCIAL
ORIGINATION BY TRANSLATORS

11,' This petition for rulemaking,
filed by -Dutchess Community College
(Poughkeepsie, N.Y.), asks that we
amend part 74 of the rules to permit
television translator stations to origi-
nate limited noncommercial program:
ing concerning health, education,
public service and community affairs.
Petitioner suggests that, in rural areas
incapable of supporting conventional
television broadcast facilities, originat-
ing translators would be a valuable
means of providing locally-oriented
programing. Rural viewers' television
service, petitioner maintains, consist-
ing of off-air and cable distributed re-
ception of distant signals, does not
provide local issue coverage. It is sug-
gested that translator origination be
limited to between 5 and 10 percent of
the broadcast day and be limited to
noncommercial matters. Under these
limitations, petitioner asserts, most
primary television broadcast stations
would not be reluctant to grant con-
tinued rebroadcast consent.4

12. Petitioner submits that an origi-
nating translator could not only pro-
vide off-air service to the community
but could serve as a local origination
facility for subsequent carriage by
area cable television systems. Dutchess
suggests that these originating trans-
lators be limited to outputs of 100 or
1,000 watts and that they be allowed
to utilize lower-cost program origina-
tion gear. Additionally, petitioner
offers a detailed, set of proposed part
74 amendments which it believes
would be appropriate to implement its
concepts.

13. Comments filed in response to
this petition include those of the par-
ties who submitted the "communicast-
ing" petition (RIVI-2846), described
above. These comments of CASE and
CAA offer general support for the
Dutchess petition but maintain that
the time limitations suggested in RM-
3109 are too stringent to allow the ac-
tivities suggested in RM-2846.5The
National Cable Television Association
(NCTA) has filed comments'which, in
essence, repeat the matters asserted in
NCTA's comments filed in RM-2751.
(These comments are described thor-
oughly in the Memorandum Opinion

'See Section 74.784 of the Commission's
rules.

"It should be noted, however, that the
"communicasting" concept would not neces-
sarily Involve origination by a television
"translator" licensed to rebroadcast a pri-
mary TV station.

NOTICES

and Order (FCC 78-606, - FCC2d
- (1978)), adopted today, concern-
ing, inter alia, RM-2751.) Basically,
the NCTA suggests that no translator
rulemaking be undertaken until the
Commission completes a comprehen-
sive inquiry into the relationship be-
tween cable and translators and estab-
lishes a program of "regulatory
parity" between the two.

14. Also filed were comments of the
Association of Maximum Service Tele-
casters (AMST). The AMST states
that the RM-3109 proposal simply is
one for "short-spaced drop-ins," and
that it should be rejected. It asserts
that viewers would receive a "second-
class" servie from these low-power fa-
cilities and that the public would attri-
bute this "inferior" service to the UHF
service generally. AMST also argues
that these originating translators
would deter the activation of UHF
television station, be they "full-
fledged" or satellities. The RM-3109
proposed limitation on translator
origination (to between 5 and 10 per-
cent of the broadcast day) is no limita-
tion at all, according to AMST, since
the "average" television station origi-
nates only 9.2 percent of its program-
ing locally. Lastly, AMST contends
that Dutchess has not demonstrated
any pressing public need for such a
service.

DISCUSSION

15. In a fashion similar to that ex-
plained concerning RM-2846, above,
we feel that RM-3109 here include
some useful concepts. However, and
consistent with our RM-2846 decision,
we conclude that any such specific ru-
lemaking effort must be deferred until
more generally policy issues have been
settled. Thus, and while many of the
proposals suggested by Dutchess will
be addressed in our broader inquiry,
its RM-3109 petition otherwise will be
denied.

16. Accordingly, It is ordered, That
the above-captioned petitions filed by
the Center for Advance Study in Edu-
cation at the Graduate School and
University Center of the city of New
York and the Communicasting Associ-
ation of America, Inc. (RM-2846) and
Dutchess Community College (RM-
3109) are dismissed as moot, insofar as
the matters presented in these peti-
tions will be addressed in the Commis-
sion inquiry in BC docket 78-253.

17. It is further ordered, That the
above-captioned petitions, in all other
respects, are denied.

FEDERAL COMMUNICATIONS
COMMISSION,

WILLiAu J. TRrcARico,
Secretary.

[FR Doc. 78-23769 Filed 8-24-78; 8:45 am]

[6712-011
[FCC 78-606; RM-2751, 28263

TELEVISION BROADCAST TRANSLATOR STA-
TIONS AND OVERALL NATIONAL TELECOM-
MUNICATIONS POLICY
Memorandum Opinion and Order; Donying

Petition for Rulomaking In Port

Adopted: August 8, 1978.
Released: August 24, 1978.

By the Commission: Commissioner
Washburn absent.

In the matters of amendment of
part 74 of the Commission's rules and
regulations relative to public Interest
requirements to be Imposed on televi-
sion broadcast translator stations and
request to institute inquiry to consider
the present and future role of transla-
tors and cable systems in terms of an
overall national telecommunications
policy.

1. Before the Commission are two
petitions, filed by Cablecom-General,
Inc. (RM-2751), and Communications
Services, Inc. (RM-2826), both cable
television multiple system operators.
As described in detail below, the sub-
stance of these two petitions relates,
in large part, to the matters now at
Issue In a Commission inquiry (see
notice of inquiry in BC docket No, 78-
253, FCC 78-604, - FCC 2d -
(1978)) initiated today. To the extent
that the inquiry will address the mat-
ters set forth in the petitions, the peti-
tions will be dismissed as moot. In
other respects, and as explained In the
following, the petitions will be denied,

2. The substantive positions of Cab-
lecom-General, Inc. (Cablecom) and
Communications Services, Inc. (CSI)
are quite similar-as are the comments
filed in each matter.' Both petitions
referenced the Commission's then-
pending rulemaking proceeding In
docket 20539 and asked that Commis-
sion action in that proceeding, con-
cerning, inter alia, the use of FM mi-
crowave to relay primary broadcast
station and other material to transla-
tor stations, be held In abeyance pend-
ing an overall review of the Commis-
sion's translator policy and a determi-
nation of the role of translators in our
national telecommunciations struc-
ture. As described Infra, petitioners
and certain commenting parties con-
tend, in essence, that no further trans-
lator, rulemaking actionI should be

'Following the receipt of comments In
RM-2826, CSI observed that Its petition and
the ensuing comments largely were duplica
tive of the petition and comments filed In
tablecom's RM-2751. CSI suggested that the
Commission merge the two proceedings.2Reference also is made to television
translator rulemaking petitions Involving
translator origination of emergency mes.
sages (RM-2740) and VHF translator origi-
nation of fund solicitation and acknowledge.
ment messages (RM-2739). Today the Coin-

Footnotes continued on next page
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taken until the Commission estab-
lishes "regulatory parity" between
translators and cable television. As ex-
plained in the report and order in
docket 20539, FCC 77-836, 67 FCC 2d
209 (1977), the Commission recognized
the arguments in the Cablecom and
CSI petitions but concluded that the
public interest would be better served
by approval then, through rule
amendment, of FM microwave relay to
translators, and the consideration of
broader policy matters in a subsequent
forum.

3. It is the position of the two peti-
tioners and several commenting par-
ties that translators may undergo cer-
tain fundamental functional changes
due to (1) the availability of FM mi-
crowave relay (docket 20539) and (2)
the recent amendment to section .318
of the Communications Act. This stat-
utory -evision, as is relevant here, con-
templates additional origination activi-
ty by translator stations.3 These par-
ties seem to contend that expanded
unattended translator origination
coupled with the signal importation
facilitation of FM microwave relay (1)
may have an adverse impact on cable
television operation and penetration
and (2) should be met with the Com-
mission imposition of certain "public
interest" requirements on translators.
It is argued that the recently amended
copyright law has added yet another
"competitive advantage" for transla-
tors. The petitioners and certain cable
television commentors note that most
cable operators must pay a copyright
"compulsory license" fee and that no
copyright liabilitT. applies to most
translators. Other commenting par-
ties, including American Broadcasting
Companies, Inc. (ABC) and the Na-
tional Translator Association (NTA)
point out that this copyright exemp-
tion applies only to translators which
do not operate for profit and make no
charges other than those needed to
defray transmission and operational
costs. They contend that copyright lia-
bility arises from the "commercial
nature" activity of, for example, cable
television, and note that a profit-
Imaking translator would be subject to
complete copyright liability as op-
posed to cable's "nominal" compulsory
license fee. Broadcast commentators
suggest, in general, that petitioners'

_ootnotes continued from last page
-mission has -initiated a rulemaking proceed-
ing (see notice of proposed rulemaking in
,BC docket No. 78-252. FCC 78-603, -FCC
2d - (1978)) looking toward authorization
of these activities. -

3Amended section 318 states, in pertinent
part, that a licensed operator exemption ap-
plies to stations (translators)"* * * engaged
primarily in the furiction of rebroadcasting
the signals of broadcast station. (Emphasis
added.) The amendment replaced the word
"solely" with the underscored word "pri-
marily." The Commission requested the
statutory change.

concern over regulatory and statutory
changes is unwarranted, or at least
premature, and not befitting the insti-
tution of the proceedings requested.
They construe the arguments of peti-
tioners and other cable-oriented par-
ties as baseless and designed only to
forestall the growth of a "free" broad-
cast medium which is just beginning
to develop to its potential. The thrust
of the petitiong, they argue, Is to
impede the development of television
translators by shackling them with a
myriad of unnecessary constraints in
order to protect the economic interests
of cable television.

4. Aside from suggesting the need
for an overall review and development
of Commission translator policy, the
petitioners and many commenting par-
ties address several regulatory areas
and present various views as to the
need for Commission action. Below we
list several of these regulatory areas
and briefly summarize the basic posi-
tions of the parties.

SIGNAL CARRIAGE REGULATION

5. The cable television parties sug-
gest, in general, that the signal car-
riage limitations placed on cable sys-
-tems in a particular market should
apply with the same force to transla-
tors operating in the same market.
Any decision to not apply such restric-
tions, they contend, should be accom-
panied by the rescission of these regu-
lations as they apply to cable televi-
sion. The NTA argues, in response,
that translators do not and will not
import distant signals because of the
high costs of signal delivery. Broad-
cast parties find sufficient distinctions
between translator and cable oper-
ation to merit differing regulatory re-
quirements and point to section
74.732 4 as' a "signal carriage" rule
which already restricts the operation
of translators. It s also noted that
outside of the 35-mile specified zone of
television broadcast stations, where
most translators operate, no cable tele-
vision signal carriage restrictions
apply. Cable parties also question the
propriety of the rule requiring car-
riage of 100-watt translators serving
the cable community5 and fear that an

'Section 74.732 of the CommisIon's rules
provided, in pertinent part. as follows:

sSee e.g. § 76.57(a)(2) of the Commission's
rules.

§ 74.732 Eligibility and licensing require-
ments.

(d) A VHF translator will not be author-
ized to serve an area which is receiving satis-
factory service from one or more UHF tele-
vision broadcast stations or UHF translators
unless, upon consideration of all applicable
public interest factors, it is determined that,
exceptionally, such Intermixture of VHF
and UHP service is Justified.

(e) The licensee or permittee of a televi-
sion broadcasting station, and applicant for
a proposed new VHF translator whose appli-

38091

Increase in the number of translators
capable of demanding cable carriage
may fill a system's channel capacity-or
Independent station quota with pro-
graming of "no interest" to cable sub-
scribers.

NONDUPLICATION AND SYNDICATED
EXcLUSIVITY PRoTECTIoN2

6. Cable parties argue that transla-
to-s should be required to afford to
local broadcast stations the same
degree of nonduplicatlon and syndicat-
ed program exclusivity protection re-
quired of cable systems. In the alter-
native they argue that the program
protection requirements of cable tele-
vision operators should be lifted if not
made applicable to translators. Broad-
cast commentators first note that
translators have been required to
afford program protection to local
broadcast stations 6 and that certain
regulatory and marketplace restraints
make unnecessary the kinds of regula-
tions applied to cable. They maintain
that translators must obtain retrans-
mission consent' for rebroadcast of
programing and that this consent,
where Is Includes network programing,
must be obtained from both the origi-
nating broadcast station and the net-
work.' It is argued, by ABC and
others, that network practice general-

cation Is financially supported by such 11-
censee or permittee. or any person asociat-
ed directly, will not be authorized to operate
a VHF translator under any of the following
circumstances:

(1) Where the proposed translator is in-
tended to provide reception to places which
are beyond the grade B contour of the tele-
vision broadcast station proposed to be re-
broadcast and within the grade B contour of
another television broadcast station as-
signed to a different principal city:. Pro-
vided. howere, That this prohibition will
not apply to translators using 100 watts on
assignments listed in the Television Table of
Assignments (§ 73.606(b) of this chapter).

(2) Where the proposed VHF translator is
Intended to provide reception to all or a
part of any community located within the
grade A contour of any other television
broadcast station for which a construction
permit or license has been granted and the
programs rebroadcast by the proposed VHF
translator will duplicate all or any part of
the programs broadcast by such other tele-
vision broadcast station or stations: Pro-
vfded, howerer That this will not preclude
the authorization of a VHF translator in-
tended to Improve reception of the parent
station's signal to any community, any part
of the corporate limits of which Is within
the principal city service contour of such
station. CNotes omitted].

'Commission decisions cited for this prop-
osition include KTVB, Inc. 56 FCC 2d 895
(1975). reconsideration partially granted.
FCC 76-200 (March 10. 1976); and ML MAans-
field Television. Inc.. 41 FCC 2d 889 (1973).

'See section 325 of the Communications
Act; section 74.784 of the Commision's
rules.

'See Porter Mountain Antenna TVAssoci-
alion, 61 FCC 2d 67 (1976); Storm King TV
Associlton, Inc., 20 FCC 2d 348 (1969).
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ly is to retain such discretion as to pre-
vent one affiliate's "invasion," via
translators, of the service area of an-
other affiliated station. Comments
also points to the nonduplication and
syndicated exclusivity rule exceptions 9

granted to small cable systems and
argue that translators are, "by their
very nature," low budget, break-even
operations which should not be sub-
ject to overly burdensome program
protection requirements.

PROGRAMI ORIGINATION

7. Cablecom and other cable repre-
sbntatives suggest that the Commis-
sion explore the possibility of requir-
ing translators to originate a specific
amount of "public service" programing
If translator origination is to be al-
lowed at all. Some draw the analogy to
the cable television access channel re-
quirements ,0 and suggest that transla-
tors be required to provide program
origination equipment and access time.
for public use. The National Cable
Television Association (NCTA) sug-
gests that the Commission establish
time percentage parameters which will
insure that translators will operate
"primarily" as a rebroadcaster, as re-
quired by newly-revised section 318 of
the Communications Act. An issue is
raised by Cablecom as to whether
translator origination should remove
the access channel requirements 11 of a
colocated cable system or the obliga-
tion of a nearby broadcaster to provide
programing oriented to the needs of
that locale. Certain broadcast and
translator licensees insist that low-
budget translator operations could not
afford the costs of access services or
the origination of substantial public
service programing. An access obliga-
tion, they argue, is better suited to
cable operations with multiple chan-
nel capacity and additional revenue
sources including leased channel and
subscription television service.

OWNERSHIP

8. In general, most cable television
parties suggest, for reasons concerning
media control, that the Commission
consider barring broadcast stations
and networks from having direct or in-
direct interests in translators or giving
them financial support. Some cable
comments only protest translator own-
ership by the primary or originating
station. It is also recommended that
the Commission reconsider its ban on
cable ownership of translators operat-

OSee sections 76.95(b) and 76.161."See § 76.254, et seq.
"See the decision of the U.S. Court of Ap-

peals for the Eighth Circuit in Midwest
Video Corp. v. FCC (case No. 76-1496 decid-
ed February 21, 1978) which vacated the
cable television access channel rules. The
Commission has requested certiorari with
the Supreme Court.

NOTICES

ing in the cable community. Some
broadcast comments assert that a com-
plete bar of broadcast station support
would spell the "death knell" for most
translators and point to existing re-
strictions- on broadcast station support
of certain VHF translators (see section
74.732(e) of the Commission's rules.)
Charges of broadcast media domi-
nance through translators, they con-
tend, are baseless since most transla-
tors are "merely passive repeaters."

SPECTRUM USAGE AND ALLOCATIONS

9. Cablecom proposes that the Com-
mission place translators in the televi-
sion broadcast allocations scheme.
NCTA, in its comments to the Cable--
com petition, suggests, as do other
cable commenters, that the Comis-
sion consider confining translator op-
eration to UHF frequencies, in the in-
terim not authorize further VHF
translators, and establish minimum
spacing requirements for VHF transla-
tors. They believe that VHF transla-
tors are not needed as such service
adequately could be rovided by cable
and UH1F translators.

TECHNICAL STANDARDS AND
INTERFERENCE

10. Several cable operators have sub-
mitted comments concerning what
they consider to be undue and harm-
ful interference generated by transla-
tors. Many cite specific instances
where translators allegedly have inter-
ferred with cable signal distribution or
with broadcast signal reception at the
cable headend. NCTA suggests that
more vigorous technical standards be
made applicable to translators, that an
attended operation requirement be re-
instated and that translator operators
be required to select an output fre-
quency that will not interfere with
nearby cable television operations. It
also suggests that the burden be
placed on the translator licensee to re-
solve and eliminate any interference
caused to a cable system or its-sub-
scribers. Other cable 15arties suggest,
in more general terms, that the Com-
mission review its policies concerning
translator interference to cable oper-
ations. Broadcast and translator li-
censees contend that the problem of
translator interference is minimal, at-
best, and that existing technical stand-
ards, applicable to translators, consti-
tute effective and appropriate require-
ments.

APPLICATION NOTICE

11. Both petitioners and several
cable comments argue that the rules
be amended to require that actual
-written notice of translator applica-
tions be served on area cable system
operations. NCTA suggests that all
cable systems within 50 miles of the
proposed or operating translator be

given notice of any application to com.
mence operation, raise power, or
change output channel or location.
Broadcast parties commenting on this
contend that the existing Commission
requirement of the publishing or post-
ing of such a notification Is sufficient
and that additional notice Is unneces-
sary.

DIscussxoN

12. We have examined the petitions
and related comments filed In RM-
2751 and RI-2826 and find that they
have suggested certain useful areas for
Commission inquiry. That Is, and as
set forth in today's notice of Inquiry,
supra, we will seek general comment
on several matters such as translator
signal carriage and local station pro-
gram protection, the board area of
program origination, translator owner-
ship, spectrum usage and Interference,
We believe that these issues, and sev-
eral others, must be addressed In any
comprehensive examination of the na.
tional communications role of transla-
tor and low-power television transmis.
sion. But, while competitive consider-
ations are germane to that Inquiry, we
do not believe that revision of the
cable television rules nor the concept
of "regulatory parity" between trans-
lators and cable television should be
made specific elements of the proceed-
ing. The purpose of that inquiry Is to
ascertain the potential function and
regulation of low-power broadcast
transmission (including translators),
not cable television. We do not wish to
develop, in that proceeding, a record
of material in support of the reten-
tion, revision, or rescission of all or
any of our cable television rules.
Rather, we wish to obtain guidance as
to the communications role and future
regulation of TV translators and low-
power television broadcasting. The
Commission fully recognizes that
cable television, translators and con-
ventional broadcasting have the capac-
ity to provide service to rural as well
as urban areas. However/It is our view
that these media are significantly dis-
similar, in terms of, for example, pro-
gram dellevery, area of service, chan.
nel transmission capacity, and revenue
generation as to warrant distinguish-
able treatment 12 in many of the regu-
latory areas of focus in the two subject
petitions. Therefore, and while we will
consider competitive factors in our
overall inquiry, we do not solicit com.
ments on the Issues of regulatory
parity per se between cable and trans-
lators (or between translators and con-
ventional broadcasters) or the modifl.
cation of our cable television rules.

13. Also, we do not believe the public
interest would be served by Imposing a

"See, e.g. Community Television, Inc. V.
Federal Communications Commission, 404
F. 2d '71, 15 RR 2d 2001 (Tenth Circuit,
1969).
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moratorium on all tran-slator r'ulemak-
ing, or licensing, until the-culmination
of the overall inquiry. Thus, we will
deny that portion of the petitioners'
request. Additionally, those 'portions
of the subject -petitions which request
the immediate institution of specific
cable television andlor translator rule-
naking proceedings are denied, al-

- though many of the issues in thosere-
-quests are incorporated in the broader
inquiry.

14. Accordingly, It -is ordered, Mhat
the aboie-captioned petitions filed by
Cablecom-General, 'Inc. (RM-2751)
and .Communications Services, Inc.
(Rm-2826), -are 'dismissed as moot, in-
sofaw, -as the matters presented in
these petitions 'ill be addressed in the
Commission inquiry in BC Docket '78-
253.

15. it is fsrther ordered, That the
'above-captioned petitions, in all other
respects, are denied.

FMEA COamsuCATIONS
CO'M SSION,

"WnmiA J. '.ucm co,
Secretary.

(FR Doc. 78-23961TIledS-24-78;.8:45 amn

[6712-01]
LFCC 78-613; BC Docket No. 254, Pile No.

BR-2162; BC Docket No. 255, File No.
BRH-7421

BLAIR-COUNTY BROADCASTERS, INC.
Renewal of License; Designating Applications

for Consolidated Hearing on Stated Issues

MMORANDUM OPrMON AND ORDER
Adopted: August 8, 1978.
Released: August 22, 1978.

By the Commission: Commissioner
Washburn absent.

1. The Commission has before it for
consideration the above-captioned ap-
plications and its inquiry into the op-
eration by Blair County Broadcasters,
Inc., licensee of stations WVAM and
WVAM-PFK, ,Altoona, Pa.

2. Information before the Commis-
sion raises serious questions as to
whether the captioned applicant pos-
sesses the qualifications to be or to
remain a licensee of the captioned sta-
tions. In view of these questions, the
Commission is unable to find that a
grant of the renewal applications
would serve the public interest, con-
venience and necessity, and must,
therefore, designatethe applications
for hearing.

3. Accordingly, -it is ordered, That
the captioned applications are desig-
-nated for a consolidated hearing pur-
'suant to section 309(e) of the Commu-
nications Act of 1934, as amended, at a
time and place specified in a. subse-
quent order, upon the following issues:

(a) To determine whether, and if so
the extent' to which, the licensee has
violated section 73.1205 of the Con-
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mission's rules regarding fraudulent
billing practices, the degree of knowl-
.edge or participation in those practices
by principals of the licensee, and the
degree of.supervlsion exercised by the
licensee over the operation of the sta-
tions;,

(b) to -determine whether, and if so,
the extent to which the licensee has
made misrepresentations to the Com.
mission and/or was lacking In candor
regarding the billing -practices -of -the
stations; and

(c) To determine whether, In light of
the evidence adduced under the 'pre-
ceeding issues, the applicant possesses
the requisite qualifications to be or
remain a licensee of the Commission,
and whether a grant of the captioned
applications would serve the public in-
terest, convenience and necessity.

4. It is further ordered, That the
Chief, Broadcast Bureau, Is directed to
serve 'upon the captioned applicant
within thirty (30) days of the release
of this order, a bill of particulars with
respect to Issues (a) and (b).

5. It is further ordered, That the
Broadcast Bureau proceed witlh the
initial presentation of evidence with
respect to issues (a) and (b) and that
the applicant then proceed with Its
evidence and have the burden of es-
tablishing that it possesses the requi-
site qualifications to be a licensee of
the Commission and that a grant of Its
applications would serve the public in.
terest, convenience and necessity.

6. It is further ordered, That to avail
itself of the opportunity to be -heard,
the applicant herein, pursuant to sec-
tion 1.221 of the Commission's rules,
in person or by attorney, shall file
with the Commission. within twenty
(20) days of the mailing of this order,
a written appearance in triplicate,
stating an intention to appear on the
date fixed for the hearing and present
evidence on the Issues specified In this
order.

7. It is furthr ordered, That the ap-
plicant herein pursuant to section
311(a)(2) of the Communications Act
of 1934,'as amended, and §1.594 of the
commission's irules, shall give notice of
the hearing within the time and in the
manner prescribed in such rule and
shall advise the Commission thereof as
required by § L594(g) of the rules.

8. Its further ordered, That the Sec-
retary of the Commission send copies
of this order by certified mail-return
receipt requested to Blair County
Broadcasters, Inc., licensee of radio
stations WVAM and WVAM-FM, Al-
toona, Pa.

FEDEmiX1COLMMZI~CATIOZISCo~snnssoNhc o
COM"L SSION,

Wixu.rrm J. Tnxcuuico,
Secretary.

[FR Doc. 78-23960 Filed 8-24-78; 8:45 am]
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[6712-01J

ISS Docket No. 78-258]

ALBERT H. GOULD

Application For Amateur Radio Station and
Novice Class Operator Ucenses;-Designating
Application for'Hearing on Stated Issues

DESIGNIAON ORDER

Adopted: August 14, 1978.
Released: August 21, 1978.

The Chief. Safety and Special Radio
Services Bureau, has under considera-
tion an application for an amateur
radio station license and a novice class

-operator license filed by Albert H.
Gould, 13761 Ward, Garden Grove,
Calif. 92643. on February 13, 1978.

1. Gould was granted a citizens band
radio service license on 'May 3, 1976.
On June 21,1976, Gould's station was
operated on the frequency 27-146
MHz, which was not authorized for
citizens band radio service stations
(then known as class D of the citizens
radio service), in willful violation of
§ 95.41(d) I of the Commission's rules;
and. on that date, It was not identified
by Its assigned call sign, in willful vio-
lation of § 95.95(c) of the Commission's
rules.

2. As a result of the violations on
June 21, 1976, Gould was issued a
notice of violation/notice of apparent
liability to monetary forfeiture for
$100 on July 15, 1976.

3. Despite the issuance of the above-
mentioned notice, Gould committed
additional violations of the Commis-
sion's rules on February 24. 1977. He
transmitted on the frequency 27.655
MHZ 2 'which was not authorized for
CB stations, In willful violation of sec-
tion 95.455(a) of the Commission's
rules. He failed to identify by assigned
call sign at the beginning and end of
transmissions, in willful violation of
section 95.471(c) of the Commission's
rules. He transmitted communications
over more than 150 miles, in willful
violation of section 95.501(b) of the
Commission's rules.

4. These violations were the basis of
an order revoking Gould's CB license
(SS-105-78, issued July 6, 1978). The
Order concluded that operation on un-
authorized frequencies, suc _- as
Gould's. seriously interferes with the
communications of legitimate users of
the frequencies. It also concluded that
Gould's failure to identify, frustrated

'Part 95 of the CommLssion's rules has
been renumbered and revised. The rules re-
ferred to herein are thoze In effect at the
Lime of the station operation.

2The frequency 27.655 EHfz was assigned
for us;e by stations of the US. Government.
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the Commission's enforcement efforts
by necessitating time consuming direc-
tion finding techniques to locate
Gould's station.

5. In view of the findings and conclu-
sions of the order of revocation (SS-
105-78) issued on July 6, 1978, it
cannot be determined that a grant of
Gould's application would serve the
public interest, convenience and neces-
sity. Therefore, the Commission must
designate the application for hearing.
The factual matters adjudicated in the
CB license revocation proceeding shall
not be relitigated in this proceeding
pursuant to the doctrine of collateral
estoppel.

Accordingly, it is ordered pursuant
to section 309(e) of the Communica-
tions Act of 1934, as amended, and
§ 0.331 and 1.973 of the Commission's
rules, that the captioned application is
designated for hearing at a time and a
place to be specified by subsequent
order, upon the following issues:

(1) To determine the effect of the
facts and conclusions contained in the
order of revocation, issued July 6, 1978
(SS-105-78). upon the applicant's
qualifications to be a licensee of the
Commission.

(2) To determine, in the light of the
evidence adduced under the foregoing
issue, whether -the applicant has the
requisite qualifications to be a licensee
of the Commission.

(3) To determine whether the public
interest, convenience, and necessity
would be served by a grant of the ap-
plication for amateur radio station
and novice class operator licenses.

It is further ordered, That to avail
himself of the opportunity to be
heard, the applicant herein, pursuant
to § 1.221(c) of the Commission's rules,
in person or by attorney, shall within
20 days of the mailing of this order,
file with the Commission in triplicate
a written appearance stating an inten-
tion to appear on the date fixed for
hearing and to present evidence on the
issues specified in the order. Failure to
file a written appearance within the
time specified may result in dismissal
of the application with prejudice.

It is further ordered, That a copy of
this order shall be sent by certified
mail-return receipt requested and by
regular mail to the licensee at his ad-
dress of record as shown in the cap-
tion.

Chief, Safety and Special Radio Ser-
vices Bureau.

GERALD M. ZUCKERIAsN,
Chief, Lega4 Advisory

and Enforcement Division.
[FR Doec. 78-23959 Filed 8-24-78; 8:45 am]

[6712-01]

[FCC 78-620; SS Docket No. 78-259, File No.
40-MR-L-28 et al.]

GULF COAST COMMUNICATIONS, INC. ET AL.

Applications Designated for Consolidated
Hearing an Stated Issues

In re applications of Gulf Coast
Communications, Inc., P.O. Box
5067Y, Tampa, Fla. 33605, SS docket
No. 78-259, file No. 40-M-RL-28, for
renewal of license for public coast III-
B. maritime mobile radio station KUZ
383; Gulf Coast Communications, Inc.,
P.O. Box 5067Y, Tampa, Fla. 33605,
SS docket No. 78-260, file No. 179-M-
ML-54, for an additional working fre-
quency for public coast III-B maritime
mobile radio station KUZ 383; Dee
Wetmore, d.b.a. Tampa'Radio Marine
Service, P.O. Box 18254, Tampa, Fla.
33605 (assignor) and General Tele-
phone Co. of Florida, P.O. Box 110,
Tampa, Fla. 33601 (assignee), SS
docket No. 78-261, file No. 585-M-RL-
111, for assignment of license of public
coast III-B maritime mobile radio sta-
tion KWB 426; Dee Wetmore, d.b.a.
Tampa Radio Marine Service, P.O.
Box 18254, Tampa, Fla. 33605, SS
docket No. 78-262, file No. 61-M-L-66,
for a new public coast III-B maritime
mobile radio station at St. Petersburg
Beach, Fla., on frequency 161.950
MHz; Dee Wetmore, d.b.a. Tampa
Radio Marine Service, P.O. Box 18254,
Tampa, Fla. 33605, SS docket No. 78-
263, file No. 79-M-RL-116, for renewal
of license for public coast III-B mari-
time mobile radio station KWB 426.
Memorandum opinion and order.
Adopted: August 14, 197.8.
ReleaSed: August 23, 1978.

By the Commission:
1. The Commission has before it for

consideration the following matters
and the pleadings and correspondence
associated therewith: (1) Application
of Gulf Coast Communications, Inc.
(Gulf Coast), filed May 24, 1974, for
and additional working frequency for
class: III-B public coast radio station
KUZ 383 at Palmetto, Fla.; (2) applica-
tions filed August 20, 1974, by General
Telephone Co. of Florida (General)
and Dee Wetmore, d.b.a. Tampa Radio
Marine Service (Wetmore) for consent
to assignment ofrthe licenses for class
III-B public coast radio stations KTA
420 and KWB 426 at Tampa and St.
Petersburg Beach, Fla., respectively,
from Wetmore to General and the as-
sociated applications by General for li-
censes in the Maritime Mobile Service;
(3) Gulf Coast's petition for order to
cease and desist filed July 28, 1975,
and directed against Wetmore; (4.)
Wetmore's petition for acceleration of
license renewal or, in the alternative,
for revocation of license, filed October
2, 1975, and directed against Gulf

Coast; (5) Wetmore's motion for con-
solidation filed October 2, 1975; (6) let-
ters dated February 18, 1976, from
counsel for Wetmore and Gulf Coast
transmitting an agreement which
their respective clients has entered
into and by which they attempted to
withdraw their previously filed plead-
ings concerning the matters described
in items (1) through (5), supra; (7)
letter dated June 11, 1976, from the
Acting Chief, Legal, Advisory and En-
forcement Division, Safety and Special
Radio Service Bureau, to counsel for
Wetmore and General notifying them
that the assignment application for
KTA 420 was moot since Wetmore had
failed to file a renewal application
before the license for KTA 420 expired
on May 28, 1976; and (8) an applica-
tion filed by Wetmore on June 23,
1976, by which she seeks reinstate-
ment of the license for KTA 420 and,
if deemed necessary, waiver of section
81.303(b) of the rules, (9) Wetmore's
application for renewal of class III-B
public coast radio station KWB 426
filed on November 18, 1976; (10) Gulf
Coast's application for renewal of li-
cense of KUZ 383. Palmetto, Fla.; filed
February 9, 1978; and related plead-
ings and correspondence.

'Also before the Commission are the fol-
lowing related pleadings, and other matters:
(a) Petition to dismiss or deny (1), filed July
8, 1974, by Wetmore; (b) Gulf Coast's oppo.
sition to (a), filed Sept. 10, 1974: c) "formal
protest" with respect to (2), filed Oct. 15,
1974, by Universal Radio Telephone Media
& Westside Communications, Inc.: (d) po'tl-
tion to deny applications and for accelera-
tion of station license renewals or, In the al-
ternatve, for institution of license revoca.
tion proceedings with respect to (2), filed
Oct. 15, 1974: by Gulf Coast; (o) General's
opposition t6 (d), filed Nov. 15, 1974; f)
Wetmore's opposition to (d), filed Dec. 16,
1974; (g) Gulf Coast's reply to (e) and f),
filed Jan. 20, 1975: (h) Gulf Coast's supple-
ment to (d), filed July 28, 1975; (1) General's
response to (h), filed Aug. 8. 1975; (J) Wet-
more's opposition to (3), filed Aug. 19, 1075;
(k) Wetmore's opposition to (h),.flled Aug.
22. 1975; (1) Gulf Coast's reply to (), filed
Aug. 29, 1975: (m) Gulf Coast's reply to CJ)
and (k), filed Sept. 4, 1975; (n) Gulf Coast's
opposition to (4), filed Nov. 26, 1075; (o)
Gulf Coast's opposition to (5), filed Nov. 26,
1975; (p) Wetmore's reply to (n), filed Dec.
9. 1975; (q) Gulf Coast's amendment to (1) to
specify 161.950 MHz (channel 27). filed June
1. 1976; (r) petition for reconsideration of
(7), filed July 9. 1976 by Wetmore; (s) peti-
tion to deny (q), filed July 16, 1976, by Wet.
more; (t) General's petition to deny ((I),
filed July 16, 1976; (u) Gulf Coast's opposl.
tion to (r). filed July 22, 1976; (v) Gulf
Coast's petition to deny or dismiss (8), filed
July, 29. 1976; (w) Wetmore's reply to (u),
filed Aug. 3, 1976; (x) petition to deny filed
Aug. 4, 1976 by Universal Telephone Media
Corp. & Westside Communications, Inc,; (Y)
Gulf Coast's opposition to (s) and (t), filed
Aug. 6, 1976; (z) Wetmore's opposition to
(v), filed Aug. 11, 1976; (aa) Wetmore's reply
to (y), filed Aug. 18, 1976; (bb) General's
reply to (y), filed Aug. 18, 1976 (cc) Gulf
Coast's reply to C) filed Aug, 31, 1976: (dd)

Footnotes continued on next page
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2. Wetmore is the licensee of class
111-B public -coast Tadio station KWB
426. She-was the licensee of class IIl-B
station KTA 420 from May 28, 1971,
until May 28, 176. She is also the li-
censee of Domestic Public Land
Ioblile Radio Service (DPLMRS) sta-

tions K 877 and ELF 659 and the
holder of a construction permit for
DPLMIRS station KWU 335.

3. General is the licensee of class
III-B public coast xadio station KUZ
385 located at Clearwater. Fla.. and
class IT-B public coast station WFA lo-
cated at lMedeira Beach and Indian
-Rocks, Fla. General isalso the licensee
-of more than 20 point-to-point micro-
wave stations, 7 DPL-MRS stations, 10
telephone maintenance radio service
stations, a local television transmission
service station, and a- business radio
service station. All of these stations
are located in Florida and most of
them are in the Tampa-St. Petersburg
area.

4. Gulf Coast is the licensee of class
11I-B public -coast radio stations KUZ
383, Palmetto, Fla., KUZ -556, Cedar
Key, Fla., -and KYH 550, North Fort
Myers, Fia.

5. In many of the pleadings filed by
the captioned parties to this proceed-
ing, the question of standing was dis-
cussed. The present status of the par-
ties is that Wetmore and Gulf Coast
are mutually exclusive applicants for
channel 27 in the Tampa Bay area.

Footnotes continued from last page
Wetmore's petition for conditional grant of
(8). filed Oct. 20. 1976; (ee) letter applica-
tion for joint interim operation, filed Nov. 2,
1976, by Gulf Coast; (if) letter opposition to
(ee), filed Nov. 4. 1976, by Wetmore; (gg)
Gulf-Coast's petition to deny (dd). filed Nov.
5, 1976; (hh) Wetmore's opposition to (gg),
filed Nov. IL 1976; (ii) Gulf Coast's letter
Teply to (f). filed Nov. 19. 1976; (bi) Gulf
Coast's reply to (hh), filed Nov. 23, 1976;
(kk) Dec. 22, 1976; letter from Chief, Safety
and Special Radio Services Bureau to Dee
Wetmore; (11) application for review of (kk),
filed Jan. 6,1977; (am) Wetmores letter re-
quest for interim operating authority, filed
Jan. 6. 1977; (nn) amendment to application
Jor interim operating authority, filed Jan.
10. 1977. by Gulf Coast; (oo) letter opposi-
tion to (mm), filed Jan. 25, 1977. by Gulf
Coast;, pp) Gulf Coast's opposition to (11).
filed Jan. 21, 1977; (qq) petition for extraor-
dinary and equitable relief, filed Jan. 21.
1977, by General; (rr) Gulf Coast's opposi-
tion to (qq), filed Feb. 1% 1977; (ss) motion
'to strike portion of (rr), filed iar. 3. 1977,
by General; (tt) application for review of
(kk), filed Jan. 21. 1977, by Gulf'Coast; (uu)
Wetmore's opposition to (tt), filed Feb. 11,
1977; tvv) memorandum opinion- and order
1(mimeo No. 80925).released jointly by the
Chief, Common Carrier Bureau. and the
Chief, Safety and Special Radio Services
Bureau, on Apr. 20. 1977; (ww) application
for review of (vv). filed iMay 20, 1977, by
Gulf Coast; (xx) Wetmore's opposition to
(ww). filed June 6, 1977; (yy) General's op-
position to (ww), filed June 6, 1977; and (zz)
Gulf Coast's reply to (xx) and Iyy), filed
June 16, 1977.
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Thus, they have standing with respect
to one another as competing appli-
cants. Accordingly, Wetmore's peti-
tions to deny Gulf Coast's second
working frequency application and Its
amendment of that appication will be
.considered. No standing was required
to file petitions to accelerate the re-
newal or Institute revocation proceed-
ings or petitions seeking a cease and
desist order. Any complainant can file
such petitions.

6. Gulf Coast in petitioning to deny
the assignment applications of Gener-
al and Wetmore in October 1974
claimed standing based on Its allega-
-tion that the assignnient was from a
financially failing licensee to one
which would be able to compete more
effectively agaiat it. It cited Broad-
cast Enterprise,, Inc. v. Federal Corn-
munications Commission, 390 F. 2d
483, 12 R 2d 2001 (D.C. Cir. 1968). In
support of its request. The Commis-
sion. in Tohn Hay Whitney, 28 FCC 2d
736, 21 RR 2d 807 (1971). stated that
Broadcast Enterprises, Inc., supra at
'739, mandated "a generous attitude In
approaching standing questions where
it is alleged a proposed assignee will be
in a position to compete more effec-
tively." Thus, Gulf Coast has standing
to oppose the assignment applications.

7. General and Gulf Coast compete
for revenues in the same market. Fur-
thermore, grant of channel 27 to Gulf
Coast would preclude General from
obtaining the frequency from Wet-
more through assignment as previous-
ly proposed. Therefore, economic
injury may result to General if Gulf
Coast's second working frequency ap-
plication as amended is granted. Thus,
-General has standing to petition to
deny the Gulf Coast's amendment.
.Federal Communications Commission
v. Sanders Brothers Radio Station, 309
U.S. 470. 9 RR 2007 (1940); Marian U.
_foore, 16 FCC 2d 351, 15 RR 2d 495
(1969); John Hay Whitney, 28 FCC 2d
736, 21 RR 2d 807 (1971). Having re-
solved the question of standing as it
-applied to Wetmore, General and Gulf
.Coast, standing will not be discussed
infra each time It was raised in a
pleading by the parties.

UIvEnsAL's "FORMAL PROTEST"
AGAinsT-THE AsSIGNMEuT AppLicATions

8. On August 20, 1974, General filed
the aforementioned assignment appli-
cations for Wetmore's licenses for
MKTA 420 and KWVB 426. Universal
Radio Telephone Media Corp. (Univer-
sal) filed a "formal protest"2 to con-
sent of the assignments on October 15.
1974. As the basis for Its protest. Uni-
versal cited Its prior Joint venture

2Nelther the Communications Act of 1934.
as amended, nor the Commisslon'!s rules
.provlde for a "formal protest." Sec. 309(d)
of the Act provides that parties in interest
may file petitions to deny applications.
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agreement with Wetmore, and assert-
ed that Wetmore was without authori-
ty to seek the assignment of her li-
censes to General. Universal further
claimed the grant of the assignments
to General would violate public policy
in that General would obtain a virtual
monopoly over the maritime public
correspondence facilities.

9. In Its protest, Universal did not
discuss the question standing. From its
submissions, It is clear that Universals
position vis-a-vis Wetmore and the ap-
plications is that of a party dissatisfied
with previous business dealings with
Wetmore.3 However, Universal has not
shown that direct and immediate eco-
nomic injury will result from grant of
the assignment. Therefore, it is not a
party In interest. .3. C. Broadcasting
Corp., FCC 2d (1972); John W. Mlow-
bray, FCC 2d 35 RR 2d 418 (1975).
Nonetheless, the matters raised by
Universal. other than those dealing
with its claims for monetary damages,
will be considered as an informal com-
plaint.

10. Universal submitted information
and documents raising the possibility
that control of Wetmore's radio busi-
ness was transferred without advance-
:Commission approval, as required by
section 310 of the Communications
Act of 1934, as amended, and section
1.924 of the Commission's rules. It ap-
pears that Universal signed a joint
venture agreement with Wetmore on
July 31, 1972. The agreement provided
that Wetmore would transfer all of
her radio common carrier and mari-
time mobile facilities and the licenses
and permits therefor to a new corpora-
tion, Westside Communications, Inc.
(Westaide). Wetmore and Universal

2Unhversal. through Carlton Smith. filed a
civil complaint against Wetmore on Dec- 13.
1972. The complaint sought specific her-
formance of the agreement. The complaint
mas dismisse with prejudice on Jan. 19.

1973. since Smith was not at that time an
officer of Universal and he did not have the
authority to pursue the action in the name
of the corporation. On Apr. 5,- 1973 the re-

anining officers of Universal released Wet-
more from the agreement. The order dis-
missing Smiths Dec. 1972 civil complaint
Va affirmed on Feb. 27,1974

Smith later became an officer in Univer-
sal. Universal then filed a -Complaint for
Injunction: Specific Performance; Order to
Show Cause: Action for Damages and
Reller' in the Circuit Court of the Thir-
teenth Judicial Circuit in and for Hillbor-
ough County. Fla. By the complaint, Uni-
veral sought to enjoin and restrain Wet-
more and General from consummating the
assignment of Wetmore's licenses, to require
Wetmore to perform specifically her 1972
agreements with Universal. and to award
Universal a Judgment in an amount In
excess of $50,000 from Wetmore for com-
pensatory and punitive damages. This com-
plaint was also dismised and summary
Judament vas entered for Wetmore on Nov.
0, 1974. On appeal, the judgment was af-
firmed by the District Court of Appeal of
Florida, Second District, on June 18. 1975.

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978



NOTICES

would each receive 50 percent of the
common voting shares of Westside but
2 percent of the common voting shares
would be held in a voting trust to be
voted by a third party mutually
agreed upon by Wetmore and Univer-
sal. 4 The Agreement specified Wet-
more's compensation for managing
Westside as $12,000 for the first year
of operation and at least $12,000 per
year thereafter.

11. The joint venture agreement was
apparently entered into on July 31,
1972. Paragraph 17 of the joint ven-
ture agreement provided that it could
be terminated by mutual agreement of
Wetmore and Universal or by vote of
the shareholders including the voting
trustee. The obligations of the parties
to the agreement were made contin-
gent upon the approval of the assign-
ment of licenses by Wetmore to West-
side by the Commission and the ap-
proval of appropriate State and local
regulatory commissions and authori-
ties.

12. In addition, Universal submitted
minutes of a special meeting of sub-
scribers, stockholders, and directors of
Westside held on November 1, 1972. It
appears that numerous actions relat-
ing to the operation, management, and
control of Wetmore's radio facilities
were taken at this meeting. For exam-
ple, Westside authorized the payment
of a salary of $1,000 per month to Mrs.
Wetmore as president of Westside, the
negotiation of the a 3- to 5-year lease
for the premises which Mrs. Wetmore
occupied at the time, the acquisition
of property insurance on thd assets of
the business, the transfer of the own-
ership and the beneficiary of the life
insurance policies on Mrs. Wetmore to
Westside, continuation of negotiations
between Wetmore on behalf of West-
side and Mr. St. Philip concerning the
sale of the two marine facilities, and
the opening of a payroll account, a
regular checking account and a special
account for the purpose of negotiating
a consolidation loan to pay off the
short-term debts of the business.

13. Although Universal did not speci-
fy issues it believed were raised by its
submission, those materials raise seri-
ous questions of unauthorized transfer
of control. The Commission has de-
fined "control," as the term is used in
section 310(b) of the Communications
Act of 1934, as amended, as: * * * any
act which vests in a new entity or indi-
vidual the right to determine the
manner or means- of operating the Ii-
censee and determining the policy
that the licensee will pursue.5

The minutes of the meeting of No-
vember 1, 1972, imply that Westside

'Wetmore and Universal were to each
contribute 1 percent of their common voting
shares to the voting trust.

Powell Crosley, Jr., FCC 3, 20, 3 RR 6, 23
(1945); WHDH, Inc., 17 FCC 2d 856, 16 RR
2d 185 (1969).

was exercising authority over the deal-
ings of Wetmore's business. It appears
that Westside was. determining both
the means of operating Wetmore's
business and the policy it would
pursue. Thus, it appears that Wetmore
may have relinquished control of her
operation and Westside has assumed
control of it as of November 1, 1972,
and an apporpriate issue will be speci-
fied.

GULF COAST'S PETITION TO DENY
APPLICATIONS

14. On October 15, 1974, Gulf Coast
filed a petition to deny applications
and for acceleration of station license
renewals or, in the alternative, for in-
stitution of license revocation proceed-
ings, which was directed against the
assignment applicAtions for KTA 420
and KWB 426. In its petition, Gulf

'Coast alleged that Wetmore had: (a)
Violated section 605 of the Communi-
cations Act of 1934, as amended; (b)
violated section 1.65 of the rules; (c)
violated section 203 (b) and (c) of the
Communications Act and her marine
services tariff; (d) failed to turn over
Federal excise taxes withheld to the
Government; (e) violated -section
81.191(c)(2) of the rules; and (f) in-
creased her antenna 'height without
the approval of the Commission, the
Federal Aviation Administration, or
the city of Tampa. Gulf Coast further
asserted that General had engaged in
anticompetitive practices. Finally,
Gulf Coast contended that grant of
the assignment applications would
have an anticompetitive impact and
would be contrary to the public inter-
est. Each of Gulf Coast's allegations
will be discussed separately.

15. In support of its claim that Wet-
more violated section 605, Gulf Coast
relies on a letter dated September 10,
1973, in which Wetmore, through her
attorneys, complained to the Commis-
sion about the operation of Gulf
Coast's public coast III-B radio station
KUZ 383 and Tampa Bay Pilots' limit-
ed public coast III-B stations KAW
763 and KAW 767. Therein, Mrs. Wet-
more stated that she had monitored
the communications of those stations
and related the content of specific
communications.

16. In response, Wetmore claimed
that Commission staff members had
recommended that she monitor and
record transmissions. She further as-
serted that although It was not clear
whether the Commission's staff could
delegate its authority to monitor com-
munications for the purpose of enforc-
ing the Commission's rules, if her ac-
tions constituted a violation of section
605, it was an innocent violation.

17. Wetmore's actions appear to be
in violation of section 605 of the Com-
munications Act of 1934, as amended, 6

6 Sec. 605 has been the subject of various
interpretations which have struggled to

and an issue, will be specified. Howev-
er, Wetmore reported the results of
her monitoring to the Commission.
She did not divulge it to a person not
authorized to monitor such communi-
cations. Her stated purpose for report-
ing the information was to persuade
the Commission to investigate alleged
wrongdoing. Accordingly, this matter
will be considered with regard to her
comparative qualifications only.

18. Gulf Coast asserted that Wet-
more's failure to report the existence
of the joint venture agreement with
Universal in the assignment applica-
tion constituted a violation of section
1.65 of the Commission's rules. In her
December 16, 1974, opposition to Gulf
Coast's petition to deny, Wetmore
stated that Universal's civil complaints
had been dismissed and the Univer-
sal's officers had released her from
the Joint venture agreement on April
5, 1973. Since the joint venture agree-
ment with Universal was not In effect
at the time of the filing of the instant
assignment applications, Wetmore as-
serted she was not obligated to report
the agreement.

19. In its January 20, 1975, reply,
Gulf Coast argued that Wetmore had
filed two applications 7 during the
exist- ence of the joint venture agree-
ment and that her failure to report
the existence of the agreement was a
violation of section 1.65.

20. Section 1.65 does not apply to
the situation described by Gulf Coast.
Section 1.65 requires an applicant to
maintain the accuracy and complete-
ness of the information in its applica-
tion and to amend or request leave to
amend its application If there is a
change in any significant respect to
the information in the application or
if there is a change of potential deci-
sional significance. Since the joint ven-
ture agreement was signed before the

clarify its import. For instance, the Review
Board has held that testimony by a peti-
tioner relative to violations by an applicant,
which violations were observed by the peti-
tioner during its monitoring of the appli-
cant's transmissions, is inadmissible at hear-
ings. Robert Flying Service, Inc., 30 FCC 2d
823, 22 RR 2d 467 (1971): Business Aviation,
Inc., 51 FCC 2d 855 (1975). Sec. 605 has been
construed to prohibit the Commission Itself
from divulging to other governmental agen-
cies the contents of a licensee's transmis-
sions which were in furtherance of a crimi-
nal enterprise. United States v. Sugden, 226
F. 2d 281, Aff'd without op. 351 U.S. 061, 100
L. Ed 1449, 76, S.Ct. 709 (1955). However, it
has also been held that see. 605 is not violat-
ed where there was no element of prlvaoy
involved in the type of transmission at issue.
Brown v. C.A.B., 324 F. 2d 523 (6th CiV.,
1963).

Wetmore filed an application for a li.
cense to cover the construction of additional
facilities for DPLMRS station IFL 877 (file
No. 2112-C2-ML-73) on Aug. 25, 1972, and
an application for an authorization to relo-
cate public coast station KTA 420 (file No.
362-M-MI-33) on Alar. 8, 1973.
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applications were filed, Wetmore could
- not have violated section 1.65 by not

reporting the agreement in the afore-
mentioned applications.

2L Regarding alleged violations of
Wetmore's marine tariff and section
203 (b) and (c) of the Act," Gulf Coast
stated that effective October 12, 1973,
Wetmore amended her Tariff F.C.C.
No. 1 to require a $10 per vessel depos-
it before service would be rendered.
According to Gulf Coast, this tariff
-was discriminatory with respect to
transient vessels since they had no ad-
vance warning that Wetmore required
a $10 deposit before rendering service.
Furthermore, Gulf Coast alleged that
Wetmore had required a $10 deposit
before changing her tariff, based on a
complaint letter received-by the Com-
mission on February 25, 1972, from S.
C. Loveland Co., Inc. The letter from
Loveland claimed that one of its tugs
was refused service by Wetmore's
marine operator because the tug did
not have a Wetmore billing number.
Gulf Coast also asserted that Wet-
more did not refund deposits, contrary
to her tariff.

22. In her opposition to Gulf Coast's
petition to deny, Wetmore admitted
that service was- refused Loveland's
tug but stated that the refusal was an
isolated instance which was the culmi-
nation of a continuing problem be-
tween Wetmore and Loveland. Wet-
,more stated -an apology had been
made to Loveland and Loveland had
not been refused service since that in-
cident. Wetmore also stated that her
revised tariff does not require the
automatic refund of deposits, rather
Wetmore has the option of refunding
the deposit or crediting it to a sub-
scriber's account before ceaising service
to the subscriber. She denied that she
has -"consistently refused to make
such refunds upon request." Wetmore
attached to her response a copy of a
letter from her attorney to the Com-,
mission dated March 14, 1973. In the
letter, counsel stated that Wetmore re-
quested the $10 registration fee from
subscribers of her marine radio service
but that she had not refused service if
the fee had not been paid. Counsel
also stated that "that fee perhaps
should appear also in [her]
tariff, * * *."

23. In its reply, Gulf Coast noted
that Wetmore's promotional literature
submitted with the petition to deny in-
dicated that Wetmore had required a
$10 deposit prior to service since at
least December 1, 1971. Thus, Gulf
Coast- asserted, Wetmore had operated
her marine stations in violation of her
tariff for almost 2 years. Gulf Coast
also claimed that Wetmore's refusal to.
serve the Loveland tug was not an iso-

"Sec. 203(b) of the Communications Act of
1934, as amended, provides that tariffs shall
be changed only after 90 days notice to the
Commission and the public. Sec. 203(c) pro-
vides that, unless otherwise authorized by
the Act, carriers shall operate their facilities
in strict compliance with the tariffs they
have filed with the Commision.

NOTICES
lated incident. No other examples
were cited. It was Gulf Coast's conten-
tion that such refusals violated section
201(a) of the Act 0 0 and that by re-
quiring a deposit prior to service,
which was not provided for In a tariff,
Wetmore violated section 203 (b) and
(c) of the Act. Gulf Coast further al-
leged that If Wetmore did not demand
the deposit of all prospective users,
she violated section 202(a) of the
Act."t

24. Wetmore stated that Its refusal
to provide service to the Loveland tug
was an isolated instance. Gulf Coast
did not submit any substantiation for
its claim that Wetmore had refused
service to other vessels. Gulf Coast's
showing does not warrant specification
of an Issue. Gulf Coast also asserted
that.Wetmore did not demand the $10
deposit of all prospective users. How-
ever, Gulf Coast failed to submit any
support for this allegation other than
an affidavit of Its vice president,
James C. Pope, and It does not appear
that he had personal knowledge of the
facts alleged as required by section 309
of the Communications Act. Accord-
ingly, the requested issue concerning
Wetmore's alleged violation of section
202(a) of the Act will be denied.

25. It appears that Wetmore re-
quired the $10 deposit before her
tariff was amended to allow her to re-
quire such a fee, in apparent violation
of section 203 (b) and (c) of the Act.
An issue will be specified inquiring
into this matter.

26. Regarding Wetmore's Federal
excise tax payments, Gulf Coast sub-
mitted the affidavit of Wetmore's
former office manager Joyce R. Swin-
dle, who claimed that Wetmore rou-
tinely withheld Federal excise tax pay-
ments from the Federal'Government
and did not pay the tax without a lien
being attached. An unsworn statement
by Charles Delk also claimed that
withheld taxes were not paid to the
Government. No consideration will be
given the- unswom statement. Wet-
more denied this allegation and stated
that all taxes had been paid. The
Swindle affidavit does not disclose a
basis for her claimed knowledge that
Wetmore failed to pay these withheld

'Sec. 201(a) of the Act requires that a
common carrier furnish Its "communication
service upon reasonable request there-'
for. 1'° *....

1oSince Gulf Coast did not request an
issue regarding this matter In Its petition, It
Is not being considered. Cf. Mfidwest Telcti-
sion, Inc., I FCC 2d 1184 (Rev. Bd. 1965).
Gulf' Coast did not substantiate any %iola-
tion of the Act.
USecL 202(a) of theAetctate= Ltahll be unlanful

for any common crrIer to make any unjtiw or un-
reasonable di=criminaton In chare. prct rr.
classifications regulations. facIllus, or ervices for
or in connection with like communication service.
directly or indirectly, by any means or detLee, or to
make or give any undue or unrcsoble preference
or advantage to any particular percon, cla of per-
sons. or locality. ori subject any particular peraon.casof persons, or locality to any undue or reason-
able prejudice or dIsadantage. . .

"=Since gulf coast did not reruret an I.rsue regard-
ing this matter in its pet~tlon, it Is not bing consid-
ered. Cf. Mildwest Tdeefon, fize., I FCC 2d 1154
(Rev. Bd. 1905). gulf Coast did not subaltlainc any
violation of the Act.
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taxes to the Government. There is no
indication that this matter fell within
her responsibilities as office manager.
Nor has Gulf Coast submitted any of-
ficial documents, such as liens record-
ed against Wetmore. In light of the
unsubstantiated nature of these alle-
gations, no further inquiry is warrant-
ed. See Sumitn Broadcasting Co.,
Inc., 15 FCC 2d 410 (Rev. Bd. 1968).

27. Gulf Coast also alleged that Wet-
more failed to monitor the marine
calling and distress channel 16 as re-
quired by §81.191(c)(2). Gulf Coast
relies on the unsworn statement of
Delk to support this allegation. Wet-
more denies this charge. Since this al-
legation was not supported by affida-
vIt as required by Section 309 of the
Communications Act, It will be given
no further consideration.

28. Gulf Coast also alleged that Wet-
more increased the height of her an-
tenna tower during July and August
1972 without approval by the Commis-
sion, the city of Tampa, and the Fed-
eral Aviation Administration. In sup-
port of this allegation, Gulf Coast sub-
mitted an affidavit of Its Vice-Presi-
dent Pope. In his affidavit Pope stated
that, on July 24. 1972. he visually de-
termined that the height of Wet-
more's tower had been increased. He
also related conversations he had with
various other people regarding Wet-
more's tower. Since affidavits of those
persons were not submitted, no consid-
eration will be given their purported
statements. Pope further stated that,
on July 28, 1972, the marine antenna
was lowered so that the top of the an-
tenna was 140 feet above the ground,
and the tower was altered again as of
August 22, 1972, although the height
of the antenna was not increased. Gulf
Coast also referred to a December 28,
1973, telegram from the Commission
to Wetmore concerning the tower on
which her antennas were mounted at
that time.

29. Wetmore's license for KWB 426
was renewed on January 24, 1972, and
It specified that the tower and sup-
porting structure could not exceed 140
feet above ground level. Commission
personnel observed Wetmore's anten-
nas and tower on July 26, 1972, at
which time the height of the antenna
and tower exceeded the authorized 140
feet. However, within 2 days, accord-
ing to Pope, the antenna on top of the
tower was lowered so that it did not
exceed the top of the tower and was in
compliance with her authorization.
The Commission's telegram of Decem-
ber 28, 1973, related to Wetmore con-
structing a tower for a community re-
peater. It had nothing to do with the
marine stations.

30. Although It appears that for ap-
proximately 2 or 4 days in July 1972,
Wetmore's antenna and supporting
structure exceeded the 140-foot limita-
tion on her station authorization, the
short duration of the discrepancy ren-
ders inquiry into the matter unneces-
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sary. Gulf Coast's request for initi-
ation of revocation proceedings
against Wetmore will also be denied.
The matters which Gulf Coast has
raised which warrant inquiry will be
considered in this proceeding.

31. In her opposition, Wetmore as-
serted that Gulf Coast's petition was
an example of "continuing efforts of
Gulf Coast's principals to apply lever-
age against Tampa Radio to induce it
to sell its marine facilities to Gulf
Coast." These allegations are dis-
cussed infra at paras. 96, et seq.

32. With respect to General's qualifi-
cations, in its petition to deny, Gulf
Coast claimed that General has en-
gaged in anticompetitive activities to
the economic injury of Gulf Coast. 3

According to Gulf Coast, persons at-
tempting to reach Gulf Coast's marine
operator through General's telephone
operators were connected with Gener-
al's marine operator instead. Gulf
Coast personnel purportedly con-
firmed this allegation by "spot
checks." Gulf Coast stated it had filed
repeated complaints with General
about diversion of calls to no avail.

33. Gulf Coast also contended that
General through its telephone direc-
tory listings and information section
concerning marine services had en-
gaged in anticompetitive practices to
Gulf Coast's economic detriment. The
general information section of Gener-
al's 1974 telephone directory for
Tampa under the heading "Mobile &
Marine" instructed a caller to ask the
operator for the marine operator for
the desired area. According to Gulf
Coast, this procedure invariably
placed the caller in contact with Gen-
eral's marine operator. For informa-
tion on other communications
common carriers, the "Mobile &
Marine" information directed the
caller to the "yellow pages or other
business guides." Gulf Coast claimed
that this was designed to dissuade a
caller from seeking additional infor-
mation and was deceptive and mislead-
ing because marine mobile services are
listed under the one yellow pages
heading "Radiotelephone Common
Carrier Communications Service with
Mobile Units." Gulf Coast contended
that General had refused to add a dif-
ferent heading in the yellow pages for
"common carrier-Marine" or "Marine
Radio Common Carrier," and since the
term "mobile units" was associated
with "land mobile units," the yellow
pages heading was another example of
an anticompetitive device used by
General.

34. In addition, Gulf Coast specula-
ted that in the future General might

13Gulf Coast's petition to deny was sup-
ported by an affidavit of Its Vice-President,
James C. Pope, who stated that he had per-
sonal knowledge of the facts alleged in the
petition.

NOTICES

underprice its marine service and sub-
sidize that service by revenues from its
other communications services, thus
using "its preferred status as the sole
purveyor of landline telephone service
in the Tampa Bay area to engage in
anticompetitive activities ... " to the
detriment of Gulf Coast.

35. In its November 15, 1974, opposi-
tion to Gulf Coast's petition to deny,
General stated it was unable to locate
any record of a complaint by Gulf
Coast to General's marine operator.14

It further stated that it never had a
policy of diverting traffic intended for
Gulf Coast, and that its operators reg-
ularly referred callers to Gulf Coast's
operators. General also claimed that
its general information section and
yellow pages listings for marine opera-
tors were not intended to be anticom-
petitive, and that the manner in which
Gulf Coast was listed in the yellow
pages was in conformity with standard
practices throughout Florida. General
changed the heading in 1974. Future
directories would list Gulf Coast under
the new heading of "Radiotelephone
Communications," thus deleting the
words "mobile units," which Gulf
Coast found objectionable.

36. In its January 20, 1975, reply to
the oppositions, Gulf Coast asserted
that by changing the yellow pages
heading General admitted that the
original heading was improper. Gulf
Coast also claimed that General had
asked for a rate increase for its intra-
state telephone services without a cor-
responding rate increase in its marine
services thus indicating that under-
pricing and subsidization by General
would be likely.

37. Gulf Coast also included two affi-
davits of its Vice President, James C.
Pope. These affidavits related to Gulf
Coast's charge that General's tele-
phone operators diverted calls intend-
ed for Gulf Coast. In the first affida-
vit, Pope stated that Gulf Coast has
placed a call from the Tug Dixie Chief
to its local company office and the tug,
was waiting for a call back from the
office. Gulf Coast later heard Gener-
al's marine station calling for the
Dixie Chief on channdl 16. Pope called
the Dixie Chiefs local office and was
told that the local office had asked
that Gulf Coast place the call. Gulf
Coast then placed the call to the Dixie
Chief from its local office.

38. In his second affidavit, Pope re-
lated that from another city, he
placed a call to a ship and requested
that the call be handled by Gulf Coast
and the local operator so informed the
Tampa telephone operator; that the
call was instead routed to General's

"General's opposition was supported by
the affidavid of its Vice President Oper-
ations Staff, K. S. Durey, who stated that
he had personal knowledge of the facts set
forth in the opposition.

marine operator; that Pope conducted
similar test calls at other times with
the same result;1

' hnd that General's
traffic manager in Tampa had prom-
ised to correct the situation but had
not done so.

39. With respect to the allegation
that General directed calls, the only
instance we will consider Is the single
test Pope stated he conducted person-
ally and described specifically in his
affidavit. The other instances of pur-
ported div~rsions were either not sup-
ported by specific factual allegations
or, in the case of the Dixie Chief, were
based on hearsay. Such allegations do
not comply with the requirements of
section 309(d) of the Communications
Act of 1934, as amended. A practice or
policy of diverting calls to Its own
public coast station would raise serious
questions regarding- General's qualifi.
cations. However, the single instance
related by Gulf Coast and General's
denial of such a practice makes inqui-
ry into this matter unwarranted. Nor
do the telephone directory and yellow
pages information raise questions of
unfair competitive practices. All the
public coast stations were listed In the
same fashion in the yellow pages, and
the information section merely indi-
cated that more information was avail-
able from landline Operators.

40. On July 28, 1975, Gulf Coast
filed a supplement to Its petition to
deny. 1 The Commission did not re-
quest Gulf Coast to file the supple-
ment nor did it authorize the filing of
the supplement. Thus, the supplement
contravenes § 1.45(c) of the Commis-
sion's rules and It will not be consid-
ered.

GuLF COAST'S PETITION FOR ORDER TO
CEASE AND DESIST AGAINST WETMORE

41. On July 28, 1975, Gulf Coast
filed a "Petition for Order to Cease
and Desist" against Wetmore. Gulf
Coast claimed that Wetmore's station
had consistently attempted to estab-
lish radio contact with ship stations
which were in communications with or
attempting to communicate with Gulf
Coast's station, in violation of
§ 81.312(a)(7) of the rules." In support

"Pope provided no details about any
other alleged test calls.

'6 The supplement, inter alit, contained
an unsworn letter about the difficulties one
person had trying to contact Gulf Coast
through General's telephone operators and
a newspaper article dealing with alleged cus.
tomer dissatisfaction with General's tele-
phone service. The unsworn letter and the
newspaper article will not be considered be-
cause they are not affidavits of persons
having personal knowledge of the facts al-
leged.

"Section 81.312(a)(7) of the rules reads. A
public coast station shall not attempt to
communicate with a ship station that has
specifically called another coast station
until It becomes evident that the called sta-
tion does not answer, or that communica-

Footnotes continued on next page
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of this claim, Gulf Coast submitted ex-
cerpts from its logbooks. These log en-
tries were made from January 10, 1975
through July 24, 1975. The entries
were attributed to operators in Gulf
Coast's employ. Gulf Coast's Vice
President, James C. Pope, verified the
pleading in an affidavit dated July 21,
1975. The discrepancy between the
July 21, 1975 affidavit and the log en-
tries which postdated it is discussed at
para.-46, infra.

42. Wetmore filed an opposition to
the cease and desist petition on
August- 19, 1975. Therein, Wetmore
denied that her stations had operated
in contravention of § 81.312(a)(7). She
supplied signed statements 15 from her
operators who were on duty at the
times of the alleged violations. These
statements, in general, denied "cutting
in" on Gulf Coast and stated that
Gulf Coast "cut in" on Wetmore. Wet-
more also asserted that Pope's affida-
vit of July 21, 1975, purporting to
verify thd log entries of July 23 and
24, 1975, raised substantial questions
concerning the authenticity, of ,all of
the log entries and whether Pope had
signed a false affidavit. ,

43. In its August 29, 1975, reply to
Wetmore's opposition to the petition
for order to cease and desist, Gulf
Coast stated that the date discrepancy
between Pope's affidavit and the log
entries accompanying its petition oc-
curred because after execution of his
affidavit, Pope zent counsel copies of
the most recent log entries which he
believed supported the allegations
about Wetmore's rule violations and
these entries were inadvertently in-
cluded in the petition. Gulf Coast as-
serted that there was no intention to
deceive the Commission. 19

44. Gulf Coast asserted that no
weight should be given the statements
submitted by Wetmore because they
were not affidavits; the employees'
qualifications to discuss the matters
alleged were not established; and some
of the matters discussed were hearsay.
Gulf Coast also claimed that it re-
ferred ships which did not have Gulf
Coast's working channels to Wetmore.
Gulf Coast further stated that: ';in
many of these situations, however,
Wetmore's operators will interrupt in

Footnotes continued from last page
tion between the ship station and the called
station -cannot be carried on because of un-
satisfactory operating conditions.

"Wetmore characterized the statements
attached to the opposition as sworn affida-
vits. However, the attachments, with one ex-
ception, did not contain jurats. They were
bandwritten statements which apparently
were dated and signed by the authors. Af-
fixed to each statement was the signature
and seal of a notary public, Mrs. Wetmore's
son.

"9This part of Gulf Coast's reply w s up-
ported* by an affidavit of Pope who stated
that he had personal knowledge of the facts
sets forth in the petition.

mid-conversation without allowing
Gulf Coast's operator to complete the
referral or to clear with the calling
vessel" Gulf Coast claimed that Wet-
more's operators frequently failed to
answer calls addressed to her stations.
Gulf Coast stated that its operators
had been' instructed to answer the
calls for Wetmore after the second un-
successful attempt by the calling
vessel to contact Wetmore Gulf Coast
further claimed that whenever Its op-
erators did so respond, "invarlably"
Wetmore's operators Interrupted and
asked the vessel to switch to Wet-
more's Channel'26. These claims were
supported by affidavits from Pope and
some of Gulf Coast's marine opera-
tors.

45. Gulf Coast also attached affida-
vits of four of the five operators whose
log entries were included in the peti-
tion for a cease and desist order and
the affidavits of two ship station
owners. The two ship station owners
stated that Wetmore's station Inter-
rupted conversations on Channel 16
(the calling channel) between their
ships and Gulf Coast and told the
ships to switch to Channel 26. Neither
owner cited specific instances of this.
Two Gulf Coast operators-Sheri Ben-
jamine and Jerrine Hlckman--dld not
affirm the accuracy of the log entries
in the petition for a cease and desist
order. They discussed other alleged in-
stances of "cutting In." Rosemary
Glover did affirm the accuracy of one
of her two previously submitted log
entries. She also mentioned a more
recent incident of the same nature.
Elsie Pope, who is also the office man.
"ager for Gulf Coast, did not discuss
any specific instances of alleged "cut
ins." The operators' affidavits submit-
ted by Gulf Coast raise a substantial
question of fact as to whether Wet-
more violated § 81.312(a)(7) and an ap-
propriate Issue will be specified. At
this juncture, the issuance of a cease
and desist order is not warranted, and
that petition will be denied.

46. The affidavit which Pope signed
in support of the petition for a cease
and desist order raises a serious ques-
tion concerning Gulf Coast's qualifica-
tions to be or remain a Commission 1i-
censee. As stated supra, Pope's affida-
vit attested to the entire Petition.
However, as submitted, the Petition
included attachments which postdated
Pope's affidavit. Despite Gulf Coast's
proferred explanation of the sequence
of events which led to the submission
of the affidavit and attachments, a
complete explanation is required. See
Post-Newsweek Stations, Florida, Inc.,
54 FCC 2d 254 (Rev. Bd. 1975). Accord-
ingly, an issue will be specified con-
cerning the facts and circumstancs
surrounding the preparation and sub-
mission of that affidavit and Its effect
on Gulf Coast's qualifications.

Wn oa's PE= NOr FOR RE=
AGMAsT Gu-' COAsT

47. On October 2, 1975, Wetmore
filed a Petition for Acceleration of Li-
cense Renewal or, in the alternative,
for Revocation of License directed
against Gulf Coast and its license for
Public Coast rn-B station = 383 at
Palmetto, Fla.Y Wetmore alleged that
Gulf Coast violated section 605 of the
Act when It disclosed the contents of
Wetmore communications in Gulf
Coast's petition for a cease and desist
order. Wetmore asserted that Gulf
Coast had committed other violations
of section 605 as well, had violated
§ 81.312(a) (6) and (7) of the Commis-
sion's rules: ' had engaged in anti-
competitive conduct by overriding
competitors' communcations; and had
made misrepresentations or less-than-
candid representations to this Com-
mission. The affidavits of Samuel C.
Lee and Billie Bonifay, two former
Gulf Coast employees were submitted
in support of these allegations.

48. Lee was employed as an electron-
Ic technician by Gulf Coast from Feb-
ruary 1974 through August 1975. He
stated that during his employment,
Gulf Coast had a radio and an anten-
na which were used for monitoring
Wetmore's public coast station KWB
426 on Channel 26. Lee stated that he
was told that the radio was installed to
monitor and tape the competition.

49. Bonlfay was employed by Gulf
Coast from July 1973 until July 1974
as a radio operator for Gulf Coast. Ac:
cording to Bonfay, Gulf Coast's oper-
ators were Instructed to advise ships
which initiated calls on Channel 16
without specifying a public coast sta-
tion to switch to Channel 25, Gulf
Coast's working channel. According to
Bonfay, Gulf Coast monitored Wet-
more's working channels and solicited
business from Wetmore's customers.
Bonifay also stated that she did not
recall any instances of Wetmore's op-
erators attempting to contact a vessel
calling for KUZ 383 (Gulf Coast) on
Channel 16.

50. In support of the allegation that
Gulf Coast misrepresented facts to the
Commission or was lacking in candor,
Wetmore initially set forth the state-

"On that -me date. Wetmore filed a
Motion for Consolidation of her assignment
applications, Gulf Coast's application for a
second working channel for = 383. and
Wetmore's request for acceleration of Gulf
Coas 's renewal or revocation of its license.

"'Section 8L312(a]6) of the Commisslon's
rules state= (6) Except in the event of an
emergency involving safety, a public coast
station, with respect to operation on any
frcquency which is used also by other coast
stations within the same communication
area. shall not answer, or attempt to
an-wer, a ship station until the latter has
t ranmitted the call drn or name of the par-
tcular coast station with which it desires to
communicate.
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ment in Gulf Coast's letter to the
Commission of February 25, 1974, that
its operators had been instructed to
answer calls specifically directed to
Wetmore's station only after the third
unsuccessful attempt or the ship
cleared without making contact. Wet-
more contrasted that statement with
the portion of Bonifay's affidavit
which indicated that Gulf Coast's op-
erators were instructed to respond
promptly to all ships in order to get
the call before the stations could es-
tablish contact. Samuel Lee's affidavit
was also cited as support for Wet-
more's allegations. Lee pointed out
that Gulf Coast's signal could override
other public coast station transmis-
sions on the calling channel (channel
16). Wetmore claimed that Lee's affi-
davit established Wetmore's facilities
were technically unable to interrupt
Gulf Coast's transmissions and thus
Gulf Coast's claims were misrepresen-
tations. Wetmore further claimed that
the Bonifay affidavit established that
Gulf Coast had violated § 81.32(a) (6)
and (7).

51. Wetmore also requested that ha-
rassment and abuse of process issues
be specified against Gulf Coast. Wet-
more cited as alleged harassment the
August 9, 1972, letter from Gulf
Coast's counsel to Wetmore's counsel
(para. 91, infra) and Gulf Coast's re-
ferral of section 605 allegations con-
cerning Wetmore to the U.S. Attorney
in Tampa.

,52, In its November 26, 1975, opposi-
tion to Wetmore's petition Gulf Coast
responded to Lee's affidavit by deny-
ing that its Channel 26 monitor was
ever connected to the tape recorder.
Gulf Coast admitted that at some time
It did tape some of Wetmores trans-
missions on Channel 16 with the tape
recorder in the belief that the record-
ings could be used to show Wetmore's
violations. Gulf Coast claimed it did
not violate section 605 of the Act since
no use was made of the recordings.

53. Gulf Coast argued that Wetmore
misinterpreted its original charge re-
garding "interruptions." Gulf Coast
stated that its complaint was that a
Wetmore operator keyed the Channel
16 transmitter and told a vessel to
switch to Channel 26 after a Gulf
Coast operator had told the vessel to
switch to Channel 25 and released the
key on Gulf Coast's transmitter. Gulf
Coast stated that that practice by
Wetmore's operators resulted in con-
fusion to the vessel, a waste of time on
Channel 16, and the diversion of calls
from Gulf Coast to Wetmore.

54. With respect to the affidavit of
Bonifay, Gulf Coast first stated that
Bonifay was dismissed on June 25,
1974 because inter alia, she deliberate-
ly interfered with Wetmore's transmis-
sions and argued with Wetmore's oper-
ators on Channel 16. Gulf Coast also

claimed that its operators (including
Bonifay) were instructed to answer
promptly all calls not specifically ad-
dressed to Wetmore or General, and to
answer calls addressed to Wetmore or
General only after the third unsuc-
cessful attempt by the caller or after
the caller had cleared without contact.
Gulf Coast admitted that it answered
calls which may not have been proper-
ly addressed and thereby may have
violated § 83.312(a)(6). However, it as-
serted that this practice was consist-
ent with the public interest because
each call is a potential emergency call.
Gulf Coast further claimed that it no-
tified the Commission of this operat-
ing procedure in a letter dated Febru-
ary 25, 1974, and since the Commission
did not notify Gulf Coast of any objec-
tion to the practice, it assumed that
continued operation in this manner
was proper.

55. Regarding the section 605 allega-
tions, Gulf Coast admitted monitoring
Channels 26 and 27 and the subse-
quent mailing of a flier to calling ves-
sels for a few weeks after Gulf Coast
began its operation of KUZ 383. Gulf
Coast claimed it did not realize this
practice might be considered improper
until Wetmore raised the charge. Affi-
davits of two persons who were opera-
tors on KUZ 383 in the summer of

'1973 indicated that neither affiant en-
gaged in the practice of sending out
fliers to those vessels monitored on
Channels 26 and 27; thus, according to
Gulf Coast, the practice complained of
had stopped by the summer of 1973.22

Gulf Coast argued that its actions did
not violate section 605 of the Act be-
cause Wetmore did not establish that
Gulf Coast obtained customers from
its fliers and therefore a beneficial use
had not been demonstrated.

56. Gulf Coast also responded to the
allegation that the log entries includ-
ed in its July 28, 1975, petition for
cease and desist order constituted a
violation of section 605 of the Act.
Gulf Coast stated that since it was a
party to the communications, divul-
gence of the contents of the communi-
cations did not constitute a violation
of section 605. Finally, Gulf Coast
denied any harassment or abuse of
process.

57. In a December 9, 1975, reply to
Gulf Coast's opposition, Wetmore ac-
cused Gulf Coast of altering its posi-
tion regarding Wetmore's conduct. In
its petition for cease and desist order
against Wetmore, Gulf Coast claimed:
*** interruptions have occurred after the
ship station has already established contact
with Gulf Coast's operator and a conversa-
tion is in progress.

In its reply to Wetmore's opposition,
Gulf Coast claimed:
* * * Wetmore's operators will interrupt In
mid-conversation without allowing the Gulf

2Gulf Coast did not state when the prac-
tice ended.

Coast operator to complete the referral or
to clear with the calling vessel.
Then, in its opposition to Wetmore's
petition of October 2, 1975, Gulf Cost
claimed:
After Gulf Coast's operator has released the
key of her Channel 16 transmitter and
cleared the channel, * * *, Wetmore's opera.
tor keys her Channel 16 transmitter 6 '.

58. The Commission will specify an
Issue concerning possible violations of
section 605 of the Act by Gulf Coast
based on Its admitted monitoring of
transmissions on Channels 26 and 27
between Wetmore and her customers
in an attempt to obtain new customers
for Gulf Coast's facility. The log en-
tries by Gulf Coast do not warrant In-
quiry because Wetmore did not estab-
lish that Gulf Coast was not aparty to
the conversations reflected in the log
entries.

59. Gulf Coast apparently had stand-
ing operating procedures that were In
conflict with the provisions of
§ 81.312(a)(6) of the rules. Accordingly,
an Issue will be specified regarding
this matter.

60. An Issue Is necessary regarding
possible Gulf Coast misrepresenta-
tions concerning Wetmore and
§ 81.312(a)(7). Prior to Wetmore's as-
sertion that Gulf Coast had the supe-
rior signal, Gulf Coast claimed that
Wetmore operators interrupted con-
versations while they were in progress.
Subsequently, Gulf Coast stated that
disruptions occurred after Gulf
Coast's operator released the transmit-
ter key and cleared the channel. Ac-
cordingly, Gulf Coast apparently
changed Its allegations to comport
with Wetmore's explanation. This
raises questions of misrepresentation
or lack of candor by Gulf Coast and
issues will be specified.

Wr aoRE's REINSTATEMENT AND
RENEvAL ApPLICATIONS

61. Wetmore's license for Public
Coast III-B maritime mobile radio sta-
tion KTA 420, St. Petersburg Beach,
Fla., expired on May 28, 1976. Wet-
more did not file a renewal application
for the license for KTA 420 prior to
that date. By letter received by the
Commission on June 1, 1976, Gulf
Coast amended Its application for a
second working channel for KUZ 383 23
to Channel 27 (161.950 MH), the
channel on which KTA 420 had oper-
ated prior to expiration of that license
on May 28, 1976.

62. On June 2, 1976, Wetmore sub-
mitted a mailgram which purported to
be a renewal application for XTA 420.
By a telegram dated June 7, 1976,
Wetmore was informed that the mail-
gram application for renewal was nap-

"As stated In paragraph 1. supra, Gulf
Coast filed Its additional working frequency
application on May 24, 1974.
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propriate. The mailgram was treated
as a request for special temporary au-
thority to operate in accordance with
the terms of the expired license for
KTA 420 (File No. 753-M-L89) and
such temporary authority was granted
by the telegram. By letter dated June
11, 1976, the Chief, Safety and Special
Radio Services Bureau, notified Wet-
more and General, that the application
for assignment of the license for KTA
420 was moot since the license has ex-
pired without a timely renewal appli-
cation having been filed.24 On June 16,
1976, Wetmore filed a renewal applica-
tion for KTA 420. On June 23, 1976
Wetmore filed an application for rein-
statement of the licensen for KTA 420
and a telegram which asked for ac-
ceptance of her untimely filed renewal
application nunc pro tune.

63. Wetmore argued that her appli-
cation for reinstatement of the license
for KTA 420 be granted or that her so-
called renewal application be accepted
nunc pro tune. 6 Wetmore first con-
tended that the bureau had dismissed
the assignment application for Chan-
nel 27 by declaring it moot in the letter
of Jine 11, 1976. She then asserted that
the C6mmission has the authority to
reinstate expired licenses, citing Lewel
Broadcasting, Inc., 32 FCC 2d 39, 23
RR 2d 94 (1971); Fred H. Whitely, Inc.,
27 FCC 2d 624, RR 2d (1971); and
Melody Music, Inc., 2 FCC 2d 958, 6
RR 2d 973 (1966).

64. Wetmore further argued that sig-
nificant public interest and equitable
considerations in this case warranted
reinstatement of the renewal applica-
tion or acceptance of it nunc pro tunc.
The public interest considerations
Wetmore asserted were the continu-
ation of her service to the public and
maintaining the Commission's ability
to make a comparison between the
prospective assignee, " General, and
Gulf Coast for the facility. As equita-
ble considerations, Wetmore stated
that her failure to file timely renewal
application was inadvertant; that she
took immediate measures to achieve
compliance with the rules once she

24The June 11, 1976, letter asked Wetmore
and General if the assignment application
for KWB 426 was still being pursued in light
of the determination that the application
for assignment of KTA 420 was moot. In re.
sponse General and Wetmore stated that
the assignment applications for both Wet-
more facilities were being pursued.

2This application was assigned File No.
61-M-L-66 and placed on public Notice
Report No. 810 dated June 29, 1976.

=6Wetmore took this position in her peti-
tion for reconsideration of the Bureau's
June 11, 1976. determination that the as-
signment application for KTA 420 was
moot; in her opposition to Gulf Coast's July
29, 1976, petition to dismiss or deny her ap-
plication for reinstatement; nd in her op-
position to Gulf Coast's November 5. 1976.
Petition for Conditional Grant of its second
working frequency application.

NOTICES

discovered such failure: that she has
served the Tampa Bay area boating
public for 10 years; that a $70,000 con-
tract was at stake; that her legal strug-
gle with Gulf Coast had been ex-
tended and costly; and that but for a
protracted administrative delay, the
assignment would have been consum-
mated prior to expiration of the li-
cense. Finally, Wetmore asserted that
the Commission may not be hyper-
technical and arbitrary In the applica-
tion of Its rules when the sanction Im-
posed is as drastic as dismissal, citing
Natick Broadcast Associates, Inc., v
FCC. 128 U.S. App. D.C. 203, 385 F. 2d
985 (1967).

65. Wetmore also claimed that Com-
mittee for Open Media v FCa 543 F.
2d 861 (D.C. Cir. 1976), established
that the Commission may accept a re-
newal application after expiration of
the license and thereby continue the
license in effect. She cited § 21.44 of
the rules-" governing Common Carrier
licensees which states that a-renewal
application filed after expiration of
the license will be considered under
certain circumstances, and claimed
that It demonstrated that the Com-
mission could exercise Its discretion
without contravening section 307(d) of
the Act, which specifies the term of a
license. Wetmore claimed that the
June 11, 1976, letter was a predetermi-
nation of the renewal and.reinstate-
ment applications and jeopardized
Wetmore's contract to assign her
marine facilities.

66. On July 22, 1976, Gulf Coast
filed its opposition to the petition for
reconsideration. Gulf Coast supported
the Bureau's action. Gulf Coast also
asserted that Wetmore had not been
injured since the events resulted from
her failure to file a timely renewal ap-
plication, not from the Bureau dis-
missing the assignment application as
moot. Gulf Coast asserted that Wet-
more's claimed equitable consider-
ations were irrelevant. In Its July 29,
1976 petition to dismiss or deny Wet-
more's application for reinstatement
of the license for KTA 420, Gulf Coast
contented that section 308(a) of" the
Communications Act of 1934, as
amended, precludes the Commission
from extending the term of Wetmore's
license for KTA 420 beyond the date it
expired, May 28, 1976. It also asserted
that there is no provision In the Act or
the rules for nunc pro tune treatment
of an application as Wetmore request-
ed. In response to Wetmore's opposi-
tion to the petition to dismiss or deny.
Gulf Coast argued that none of the
cases cited by Wetmore supported
nunc pro tune treatment of her late
filed renewal application.

67. By -telegram dated December 3,
1976. Wetmore was granted temporary

n7Wetmore cited §21.34 but It appears
that § 21.44 was Intended.
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authority by the Chief, Safety and
Special Radio Services Bureau, to op-
erate on Channel 27 until an interim
operator was selected. On December
22. 1976, the Chief, Safety and Special
Radio Services Bureau, directed a
letter to Mrs. Wetmore concerning the
petition for conditional grant of either
application for reinstatement or her
application for renewal of the license
for KTA 420.2 The letter stated that
since no renewal application was filed
prior to the expiration of the license
for KTA 420 on May 28, 1976, there
was nothing to renew when the renew-
al application was subsequently filed
and that Wetmore's renewal applica-
tion filed on June 16, 1976, would be
treated as an application for a new li-
cense. The letter also denied Wet-
more's application for reinstatement
of the license for ETA 420. The letter
reiterated that Wetmore was granted
authority to operate on Channel 27
pending the determination of who
should render the interim operation
needed until resolution of the mutual-
ly exclusive applications for that chan-
nel. The letter also stated that the
cases which Wetmore cited in support
of her claims were inapposite since in
those cases, the licensees had filed
timely renewal applications and thus
did not allow their authorizations to
lapse as did Wetmore.

68. The Bureau's determination that
the assignment application will be dis-
missed as moot Is affirmed. There is
no rule governing public coast stations
which allows filing of a renewal appli-
cation after expiration of a license. We
are not persuaded that there are any
compelling public Interest or equitable
considerations warranting a departure
from the usual requliement that a re-
newal application must be filed before
expiration of license. As of the expira-
tion date of the license for KTA 420,
Wetmore had no license for that facili-
ty; she had nothing to assign.

69. As part of Its July 29, 1976, peti-
tion to dismiss or deny Wetmore's ap-
plication for reinstatement of the li-
cense for ETA 420 and its November 5,
1976, petition for conditional grant of
Its second workIng frequency applica-
tion, Gulf Coast asserted that since
Wetmore's application could only le-
gally be considered as an application
for a new station license, § 81.303(b)
applied" and Wetmore had not dem-

"The grant of operating authority to
Wetmore In the telegram of December 3.
1976, precluded grant of Gulf Coast's condi-
tional grant iequest.

"Section 81.303(b) provides that: (b)
When calculated In accordance with Sub-
part R of this Part. the seivice areas of two
or more Class I-B public coast stations
shall not be duplicated in more than 20 per-
cent of the navigable waters within the serv-
ice area of any statlon: Provided, howerei,
That. (1) an application may be filed for a
station to serve a b6ating locality in which

Footnotes continued on next page
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onstrated compliance therewith. Gulf
Coast also argued that there would be
no valid basis for a waiver of
§81.303(b), and that since Wetmore
was seeking the license only so she
could assign it, it presented trafficking
issues.

70. Wetmore filed oppositions to
Gulf Coast's petitions. Wetmore
argued that, even if § 81.303(b) were
applicable, it should be waived because
of "equitable considerations," includ-
ing the facts that a renewal applica-
tion was inadvertently not filed and
that Wetmore had been pursuing the
assignment application for a long
period of time. Wetmore contended
that § 81.303(b) is not intended to con-
serve spectrum (as Gulf Coast con-
tended) but rather to insure viability
of local stations. Wetmore asserted
that § 81.303(b) had been waived with
respect to the application of Gulf
Coast's predecessor for less compelling
reasons than presented here. A. P. St.
Philip, Inc., 40 FCC 2d 4, 26 RR 2d
1547 (1973). Finally Wetmore denied
the trafficking allegation.

71. In reply, Gulf Coast disputed
Wetmore's claim that the purpose of
§ 81.303(b) was to insure viability of
stations. Gulf Coast contended that
Wetmore had not demonstrated any
basis for a waiver of § 81.303(b). Ac-
cording to Gulf Coast, Wetmore
should have to make "more than just
a routine, undocumented publid ihter-
est showing," but hAd made no show-
ing concerning the volume of traffic
on her Channel 27 operation either
prior to expiration of the license for
KTA 420 or during the term of the
STA.

72. The petition to deny will be
denied except to the extent that an
issue will be added to determine if

Footnotes continued from last page
no station Is located and which is at least 30
miles from an existing station serving pri-
marily another locality, and for purposes of
this rule section a boating locality is defined
as a port, marina, or harbor with docking or
servicing facilities for not less than 10 com-
merclal or 50 noncommercial vessels that
are equipped with radio; or (2) an applica-
tion may be filed for a station having a serv-
ice area which duplicates more than 20 per-
cent of the service area of an existing sta-
tion If the assigned channel occupancy of
the existing station exceed 50 percent
during the station's specified busiest hours
of operation. An application based on chan-
nel use of an existing station and preposing
duplication of more than 20 percent of the
coverage area of the existing station, shall
be accompanied by a record of monitorings
or other satisfactory information to show
that for any 4 days within a 10-consecutive-
day period of station operation In each of 3
months Immediately prior to the filing of
the application, the assigned frequency, or
frequencies, was in use for exchanging com-
munications at least 50 percent of the 3
busiest hours of each day, of which not
more than half of the use time may consist
of waiting or setup time.

NOTICES

Wetmore's application for Channel 27
complies with § 81.303(b) of the rules,
and if not whether waiver of that rule
is warranted. Clearly, Wetmore's ap-
plication for Channel 27 at St. Peters-
burg Beach, Fla., can only be consid-
ered as an application for a new facili-
ty. As such, it must comply with
§ 81.303(b) of the rules. Nonetheless,
in light of the fact that Wetmore had
been operating a Channel 27 facility at
St. Petersburg Beach for 5 years until
her license for that facility expired on
May 28, 1976, she will be afforded the
opportunity to show that waiver of
§ 81.303(b) of the rules is warranted.

73. Gulf Coast's allegation that a.
trafficking issue is presented by Wet-
more's applying for a license which
she intends to assign will be rejected.
The application for a new facility for
Channel 27 was filed by Wetmore be-
cause she could not obtain renewal of
the license for KTA 420, since she had
allowed the license to expire without
filing a renewal application. If she had
filed a timely renewal application for
KTA 420, there would be no question
of trafficking. Thus, under the specific
facts of this unique situation, we will
not specify a trafficking issue.

INTERIM OPERATING AUTHoRiTY

74. On April 20, 1977, the Chief,
Safety and Special Radio Services
Bureau, and the Chief, Common Car-
rier Bureau, released a Memorandum
Opinion and Order (Mimeo No. 80925)
granting Wetmore interim authority
to operate a Public Coast III-B station
on 161.950 MHz (Channel 27). The
order stated that grant to Wetmore
would permit uninterriipted service on
Channel 27 and would eliminate any
confusion to the boating public that
might be caused by a change in the op-
eration of Channel 27. The order
denied Gulf Coast's request for inter-
im operating authority. The foregoing
applications for review dnd the peti-
tion for extraordinary and equitable
relief have -been rendered moot by
that order.

75. On May 20, 1977, Gulf Coast
filed an Application for Review of that
Memorandum Opinion and Order,
Gulf Coast argued that the grant of
Wetmore's application for interim au-
thority without a comparative hearing
violated Gulf Coast's Ashbacker 30
rights and its rights under section
309(e) of. the Communications Act of
1934, as amended. Gulf Coast claimed
that since the grant of interim author-
ity to Wetmore precluded a grant to
Gulf Coast of similar authority, a com-
parative hearing was required, and it
contends that its proposal was "not
given the benefit of any comparative
evaluation."

76. Gulf Coast also asserted that
grant to one applicant in the posture

-'Ashbacker Radio Corp. v. FCC, 326 U.S.
327 (1945).

of this case violated Commission
policy, citing Community Broadcast
Co. v. Federal Communications Com-
mission, 274 F. 2d 753 (1960); Sandern
of Iowa, Inc., 20 FCC 2d 546 (1969);
Cliften Forge Radio, 34 FCC 2d 763
(1972); and Billy D. Pirtle, FCC 72-764,
25 R.R. 2d 205 (1972). Gulf Coast also
asserted that the order did not comply
with the requirement of section 555(0)
of the Administrative Procedure Act
("the APA") that, when a petition is
denied, the agency denying the peti-
tion must give notice of the denial to-
gether with a brief statement of the
grounds therefor. Gulf Coast contend-
ed that the order in effect denied its
petition to deny Wetmore's condition-
al grant proposal without providing
any statement of the grounds for the
denial and without even mentioning
that petition.

77. Gulf Coast further alleged that
the Bureaus committed prejudicial
error by giving Wetmore a preference
solely because she had been the exist-
ing operator on channel 27. Gulf Coast
contented that there was no factual
support for the finding that a grant to
Wetmore would permit continued, un-
interrupted service and would avoid
confusion from a change in the oper-
ation of channel 27. Accordingly, Gulf
Coast asserted that the only reason
that Wetmore's application was grant-
ed was as a result of the Bureaus'
giving her preference solely on the
basis that she was the existing opera-
tor on channel 27. Finally, Gulf Coast
asserted that Wetmore was ineligible
to receive the grant of interim operat-
ing authority because she did not e.-
tablish traffic loading on the channel
to indicate her need for such a grant,

78. On June 6, 1977, Wetmore and
General each filed oppositions to Gulf
Coast's application for review. Wet-
more contended that interim grants
can be made without violating a
party's Ashbacker rights, citing Peo-
ples Broadcasting Co. v. United States,
93 U.S. App. D.C. 78, 209 P. 2d 286
(1953); and ATS Mobile Tclephone,
Inc., 35 FCC 2d 443, 25 RR 2d 325
(1972). She maintained that where the
public interest is clear and the subject
of explicit findings, as in this case,
such a grant may be made without a
hearing. Furthermore, Wetmoro
denied that the grant of interim au-
thority to one of two competing appli-
cants was Improper. She contended
that since factors which might preju-
dice a "full .and fair" comparative pro-
ceeding (i.e., the investment which an
interim grantee would make and the
possible advantage which an Interim
grantee might have as an applicant In
the subsequent proceeding) were not
present here, a grant of Interim au-
thority to one party is not Improper.
She'stated that Gulf Coast cannot
claim to have been prejudiced as she
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will not have to make such an addi-
tional investment and because the Bu-
reau's order of April 20, 1977, explicit-
ly provided that the grant to Wetmore
would not inure to her benefit or have
any effect upon the ultimate disposi-
tion of the mutually exclusive applica-
tions. Moreoever, Wetmore noted that
Gulf Coast had applied for such au-
thority itself. Accordingly, she argued
that Gulf Coast is taking an inconsist-
ent position by objecting to the same
sort of individual interim operating
authority for which Gulf Coast has
applied.

79. Wetmore also disputed Gulf
Coast's contention that the Bureaus
violated section 555(e) of the APA.
She stated that it is clear from the
memorandum opinion and order that
the same public interest factors which
provided the grounds for the grant of
her interim application were also the
grounds for the denial of Gulf Coast's
petition to deny. Wetmore also main-
tained that she was not the recipient
of any improper preference on the
basis of her.status as the existing op-
erator. Citing Consolidated Nine, Inc.
v. Federal Communications Commis-
sion, 131 U.S. App. D.C. 179, 403 F. 2d
585 (1968), she stated that existing op-
eration is a factor entitled to weight.
Furthermore, Wetmore stated that
the findings relative to the confusion
which could result from a grant of in-
terim authority to Gulf Coast and the
concern for uninterrupted service to
the boating public were proper bases
for the action: Wetmore further con-
tended that "contrary to-Gulf Coast's
assertions, no showing of the volume
of traffic on channel 27 is required
under the Commission's rules" be-
cause she was not adding a second
channel to an existing facility. She
contended that her application is gov-
erned by section 81301 of the Com-
mission's rules which requires only
that "the public interest, convenience
or necessity would be served by a
grant" of her application. Wetmore
maintained that her application did
make such a showing and that no re-
quirement of a showing of channel
loading was necessary.

80. General's opposition to applica-
tion for review contained many of the
same arguments as made by Wetmore.

- General contended that an interim
grant of authority may be made with-
out violating the parties' Ashbacker
rights. General cited Peoples Broad-
casting Co. v. United States, supra, to
support its argument that a full hear-
ing was not required and that such an
interim authorization can be made
without a hearing if it is clear that
such a grant will serve the public in-
terest. Such public interest was found
by the Bureaus, General states, and
therefore the grant was proper. Gen-
eral also asserted that while there is a

policy against granting an individual
request for interim operating authori-
ty among competing applicants, such
an individual grant can be made If the
public interest requires. General con-
tended that the Bureaus made such a
finding in this instance.

81. General also disputed Gulf
Coast's contention that section 555(e)
of the APA was violated. General
argued that Gulf Coast's petition to
deny Wetmore's conditional grant pro-
posal was not dealt with in the Bu-
reaus' April 20, 1977, order for the
reason that the petition to deny was
not filed against Wetmore's applica-
tion for interim authority but rather
against Wetmore's conditional grant
request. According. to General, the Bu-
reaus were under no- obligation to deal
with Gulf Coast's petition to deny in
the April 20, 1977, order, as Wetmore's
conditional grant proposal had been
denied on December 22, 1976, and was
no longer under consideration. Finally,
General argued that the fact of Wet-
more's existing operation was entitled
to be given weight and that no im-
proper procedural preference was
given Wetmore. General stated that
the existing operation was only one of
a number of factors weighed and ac-
cordingly'the decision was proper.

82. In its June 16, 1977, reply, Gulf
Coast admitted that a hearing is not
required for the Issuance of every tem-
porary or short-term'license, but main-
tained that Peoples Broadcasting Co.
v. United States, supra, cited by both
Wetmore and General in their opposi-
tions, was not on point and that the
interim authority granted Wetmore
was no longer a "temporary measure"
alleviating the need for an Ashbacker
hearing. -Gulf Coast further stated
that the public interest was not made
clear and it was not the subject of ex-
plicit findings in the action.

83. Gulf Coast's arguments with
regard to the Bureau's grant of inter-
im atithority to Wetmore are without
merit. Interim grants of authority may
be made absent a hearing without vio-
lating the parties' AshbacAker rights.
Peoples Broadcasting Co. v. United
States, supra,; Beloit Broadcasters, Inc.
v. Federal Communications Commis-
sion, 125 U.S. App. D.C. 29, 365 F. 2d
962, 7 R.R. 2d 2155 (D.C. Cir. 1966):
Consolidated Nine, Inc. v. Federal
Communications Commission, supra;
WNJR Radio Company, 34 FCC 2d 923
(1972). Furthermore, a grant of Inter-
im authority can be made without a
hearing when it is clear that the
public interest would be served by
such a grant. Beloit Broadccisters, Inc.,
supra.

84. The Bureaus concluded, and we
agree, that it is In the public Interest
to avoid any interruption In service to
the boating public and to prevent any
confusion to the boating public which
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would result from changing the opera-
tor of channel 27 in the Tampa Bay
area.

85. Next, Gulf Coast claimed that its
rights pursuant to Title 5 U.S.C.
§555(e) were violated because the
order failed to specify the grounds for
denial of Gulf Coast's petition to deny-
Wetmore's petition for conditional
grant. Wetmore's conditional grant
proposal was rejected by the Bureau
in a letter dated December 22, 1976.
The letter specifically refused to grant
conditionally either Wetmore's appli-
cation for reinstatement or application
for renewal of the license for station
EKTA 420. Accordingly, Gulf Coast's
petition was rendered moot by the Bu-
reau's action of December 22, 1976,
and there was no reason for the April
20, 1977, order to deal with it.

86. Gulf Coast also complained of a
lack of factual support for the Bu-
reaus' action because there was no
showing made by Wetmore of the traf-
fic on her channel 27 facility and
there was no basis for the Bureaus to
conclude that the existing VHF public
coast station services in the Tampa
Bay area could not adequately satisfy
the need for service absent a channel
27 operation. These are issues to be re-
solved at a comparative hearing rela-
tive to the parties' various applications
for a full-term license. In the instant
situation, the Bureaus made sufficient
factual findings to support their con-
clusion that the public interest would
clearly be served by a continuation of
the present operation pendente lite
and made this the subject of explicit
findings. That is the test to be applied,
and that test was met. Consolidated
Nine, Inc. v. F.C.C., supra. (See para-
graphs 7 and 8 of the memorandum
opinion and order released April 20,
1977.) Gulf Coast's assertion that, "it
was prejudicial error for the Bureaus
to give preference to Wetmore solely
on the basis that she was the existing
operator on Channel 27" is inaccurate
in a number of regards. The statement
presumes that such a preference was
given. The cases cited by Gulf Coast
relative to this argument 3' prohibit
giving a procedural preference to the
existing operator but explicitly permit
the fact of present operation to be
weighed. No preference procedural or
otherwise, was accorded Wetmore.
However, Wetmore's prior operation
on channel 27 was entitled to and was
given weight. Gulf Coast cannot claim
prejudice in this regard since Wet-
more's Interim operation will not in-
volve any further investment which
could prejudice a selection of a regular
licensee (if any) and because the Bu-
reaus specifically noted that grant of
Interim operating authority- would

3t Consolidated Nine, Ina" v. F.C.C. supra;"
Community Fir3l Corp. V. F.CC,. 403 F. 2d
578 (US. App. D.C., 1968).
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have no effect upon the ultimate dis-
position of the matter and the grant
would not inure to her benefit in the
comparative aspect of this proceeding.
Accordingly, Gulf Coast's application
for review will be denied.

GULF COAST'S SECOND WORKING
FREQUENCY APPLICATION

87. Gulf Coast filed an application
for a second working frequency on
May 24, 1974. The application was put
on public notice June 6, 1974.32 Wet-
more filed a timely petition to deny
the application on July 8, 1974. She
claimed that Gulf Coast had not com-
plied with the requirements of section
81.304(b)(22) of the rules, which states
in pertinent part:

In assigning frequencies in the band 156-
162 MHz to a class II-B public coast sta-
tion, initial grants will be limited to one
working frequency. An additional frequency
may be assigned * * * if the channel occu-
pancy of the assigned frequency, or frequen-
cies, exceeds 40 percent during Its specified
busiest hours of operation. An application
for assignment of an additional working fre-
quency based on channel occupancy shall be
accompanied by a record of monitorings, or
other satisfactory information, to show that
for any 4 days within a 10-consecutive-day
period of station operation in each of 2
months immediately prior to the filing of
the application, the assigned frequency, or
frequencies, was in use for exchanging com-
munications at least 40 percent of the 3
busiest hours of each day, of which not
more than half of the use time may consist
of waiting or setup time.
According to Wetmore, Gulf Coast was
required to show that each hour or
the three busiest hours of the four
days met the requirements, Finally,
Wetmore asserted that Gulf Coast had
failed to establish its financial qualifi-
cations since it had not attached a cur-
rent balance sheet and had not refer-
enced which of its files contained a
balance sheet on which it relied.

88. By letter dated September 9,
1974, Gulf Coast amended its applica-
tion to submit an additional traffic
loading study and a financial state-
ment dated August 31, 1974. On Sep-
tember 10, 1974, Gulf Coast filed an
opposition to petition to dismiss or
deny. Gulf Coast stated that its addi-
tional traffic loading study demon-
strated that its application met the re-
quirements of section 81.304(b)(22) of
the rules, and that the financial state-
ment demonstrated that It could meet
the anticipated costs of the proposed
additional channel. By a letter dated
January 27, 1975, Gulf Coast amended
its application with an additional traf-
fic loading study.

89. In order to determine if Gulf
Coast's traffic loading study satisfies

32By a letter received by the Commission
on June 1, 1976, Gulf Coast amended Its ap-
plication for a second working frequency for
KBZ 383 from 161.825 MHz (channel 84) to
161.950 MHz (channel 27).
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the requirements of section
81.304(b)(22), it is necessary to review
the history of the section. The rules,
as originally adopted in 1972, required
an applicant:
0 * * by a record of monitorings, or other
satisfactory information, to show that for
any three periods of 5 consecutive days of
station operation, during the six month
period immediately prior to the filing of the
application, the assigned frequency, or fre-
quencies, was in use for exchanging commu-
nications at least 40 percent of the time for
any 12 hours of daily operation, of which
not more than half of the use time may con-
sist of waiting or setup time for calls.3

In adopting the rule, the Commis-
sion stated that average daily use was
the criterion it would employ to deter-
mine if an applicant demonstrated the
required need for the additional work-
ing frequency. In reconsidering the
Report and Order,4 the rule was
amended to its present form (para-
graph 87, supra). The rule now states
in pertinent part that the channel oc-
cupancy must be " * * at least 40 per-
cent of the 3 busiest hours of each
day, * * *." We recognize that the lan-
guage of the ruled is somewhat con-
fusing. To clarify the rule, we hold
that the rule is to be applied on the
basis of average daily use. Gulf Coast's
channel loading showing meets that
standard and complies with
81.304(b)(22). Since less than half of
the use time on each day was set up.
time, Gulf Coast has met that require-
ment also.

90. In its application for a second
working frequency, Gulf Coast had to
demonstrate that it had sufficient
funds available to construct and oper-
ate the proposed facility for 1 year
without revenues.n Gulf Coast listed
$7,300 as its estimated cost of equip-
ping the proposed facility. The esti-
mate appears to be reasonable. Howev-
er, Gulf Coast did not estimate its first
year operating expenses. Thus, an
issue will be specified to ascertain Gulf
Coasts -first year of operation costs.
On its August 31, 1974, balance sheet,
Gulf Coast listed the following current
assets and liabilities:
Cash . ...... . $4,095
Accounts receivable. .......................... 4,308
Prepaid pen ............ 451

Total current assets ........................... 8,854

Accounts payable ........... ..... ................. 241
Long-term debt due within 1 year ................ 1.524

Total current liabilities ....................... 1.,765

The degree of liquidity of Gulf Coast's
accounts receivable was not indicated,
so it cannot be considered a liquid

335 FCC 2d 642 (1972).
137 CC 2d 938 (1972).
3 West Indies Communications, Inc., 33

FCC 2d 851, 23 R. 2d 1002 (1972); Ultravi-
sion Broadcasting Company, 1 FCC 2d 544,
5 R.R. Zd 343 (1965).

asset.3 Prepaid expenses is not a liquid
asset. Accordingly, the only liquid
asset which can be considered is cash
in the amount of $4,095. Even without
subtracting Gulf Coast's current liabil-
ities, of $1,765, the amount falls short
of Gulf Coast's own estimate of costs
to construct and operate the proposed
facility for 1 year without revenues.
Therefore, and issue must be specified
to determine If Gulf Coast has suffi-
cient funds available to construct and
operate the proposed facility.

GULF COAST'S ArnENDMDuT TO CHANNEL
27

91. Gulf Coast's June 1, 1976,
amendment to change the frequency
sought Is a substantial amendment as
defined by section 1.962(c) of the
rules. Section 1.918(b) provides that
when and application is mutually ex-
clusive with another application, or
when a petition to deny has been filed,
an application to amend the applica-
tion substantially must be filed not
later than 30 days after the filing of
the petition to deny or the public
notice of the mutually exclusive aPpli-
cation. Wetmore filed a petition to
deny Gulf Coast's second worhing fre-
quency application on July 8, 1974.
Therefore, Gulf Coast would have had
to amend by August 7, 1974. However,
in August 1974, Gulf Coast could not
have amended to channel 27 because
Wetmore stil has a license for chan-
nel 27 in Tampa.
-'92. Obviously, section 1.918(b) does

not contemplate a situation where the
amended frequency was not previously
available. Under the unique facts of
this proceeding, we will not apply
1.918(b) to bar the Gulf Coat amend-
ment. Good cause exists for waiver of
section 1.918(b) and the Commission,
on Its own motion, will waive the rule
and accept Gulf Coast's amendment.3 1

93. On June 23, 1976, Gulf Coast
filed a request for immediate grant of
its application or for interim special
temporary authority 3 with respect to
its application for a second working
frequency. Gulf Coast submitted a
traffic study performed In May 1976
which it claimed demontrated that the
traffic loading conditions on Its station
exceeded the requirements of section
81.304(b)(22) of the rules. Moreover,
Gulf Coast stated that it would order

3GCommunico Oceanic Corp. 38 R.R 2d
821 (1976); David Ortic Radio Corp., 47 FCC
2d 28, 30 RE. 2d 475 (1074); Miami Broad
casting Corporation, 9 FCC-2d 694, 10 R.R,
2d 1037 (1967).37Nelther Wetmore not Gulf Coast ad
dressed the question of the applicability of
section 1.918(b) to Gulf Coast's amendment.33By a letter dated August 6, 1976, the
Chief, Safety and Special Radio Services
Bureau, denied Gulf Coaf's requests for Im-
mediate grant of its application for a second
working frequency or for interim special
temporary operating authority.
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a foreign exchange line to allow calls
to and from St. Petersburg Beach at
the single message unit rate.

94. On July 16, 1976, General filed
its petition to deny amendment of
pending application and request for
immediate grant of application or for
interim special temporary authority,
which was in regard to Gulf Coast's
amendment of June 1, 1976, and Gulf
Coast's June 23, 1976, request. General
objected to the requests claiming they
would not increase the number of
maritime mobile facilities in the
Tampa Bay area and would revive the
conflict that had existed between Gulf
Coast and Wetmore; that grant of the
amended application would exacerbate
channel congestion; that General was
ready to continue the channel 27 oper-
ation without a lapse in service, while
Gulf Coast would-have to construct a
new facility; and that to allow Gulf
Coast to obtain the license for operat-
ing channel 27 after General had an
assignment application pending for
some time would be an abuse of the
administrative process.

95. On August 6, 1976, Gulf Coast
filed an opposition to Wetmore's and
General's petition -to deny 9 Gulf
Coast argued that General's argu-
ments that grant to Gulf Coast would
not expand the number of facilities
available in Tampa and would rekindle
controversy were not grounds for re-
fusal to grant an application (section
309(b) of the Act). On August 18, 1976,
General filed its reply to Gulf Coast's
opposition. General accused Gulf
Coast of trying "to wiggle out of the
settlement agreement." 40 General
stated that the public interest would
not be served by allowing Gulf Coast
to overturn the agreement with Wet-
more because of Wetmore's "over-
sight."

96. General has however, set forth
no basis for denial of the amendment.
Upon the expiration of the license for
KTA 420 the frequency 161.950 MHz
(channel 27) became available. The
fact that a grant of Gulf Coast's
amended application would not in-

3Wetmore's petition to deny is discussed
at para. 101, infra.

40ON February 18, 1976, Wetmore and
Gulf Coast filed with the -Commission a re-
quest to withdraw their pleadings filed
against one another and an executed agree-
ment regarding the manner in which they
would conduct their future operations,
which they claimed would alleviate previous
problems between them. However, as the
Commission stated in Midcontinent Broad-
casting Co., 57 FCC 2d 285 (1975): "The
withdrawal of a pending petition to deny
does not afford a licensee a shield from an
inquiry * * *. All allegations set forth by
petitioners are examined in order to deter-
mine if any substantial and material ques-
tion of fact has been raised as to whether a
grant of the challenged application would

-serve the. public interest, convenience and
necessity."

crease the number of maritime mobile
public correspondence channels from
that which existed before May 28,
1976, is not determinative. If channel
congestion exists, applications meeting
the requirements of section
81.304(b)(22) of the rules could be
granted thus Increasing the number of
channels available. Nor is the so-called
"settlement" between Gulf Coast and
Wetmore or whether it has been
breaqched a basis for denial of the
amendment.

WETmoRE's HIARASSMENT, ABUSE OF
PROcESS, AND "STRIKE" ALLEGATIONS
AGAINST GULF COAST

97. In her December 16, 1974, opposi-
tion to Gulf Coast's petition to deny
the assignment applications, Wetmore
asserted that the petition to deny was
another instance of Gulf Coast's ef-
forts to induce Wetmore to sell her
marine facilities to Gulf Coast. The
offers of purchase began In 1968.
Counsel for Gulf Coast sent a letter
dated August 9, 1972, to counsel for
Wetmore which Included another pur-
chase offer. The. letter stated as fol-
lows:

As you are aware, A. P. St. Philip. Inc. has
previously attempted to settle the contro-
versy In the Tampa public coast station pro-
ceeding by offering to purchase at a reason-
able price Mrs. Wetmore's marine station fa-
cilities at Tampa and St. Petersburg Beach.
subject to the approval of the Federal Com-
munications Commission. thereby avoiding
what appears will be a costly, protracted
hearing for both parties. This offer remains
open.

We would now like to know whether there
is any genuine intent on Mrs Wetmore's
part to consider the acceptance of this offer
as we are presently In the process of prepar-
Ing for filing with the FCC a petition re-
questing the issuance of an order to show
cause why Lis. Wetmore's St. Petersburg
Beach marine license should not be revoked.
or in the alternative, for acceleration of her
renewal filing under Section 8143 of the
Commission's Rules. In support of this peti-
tion. we have gathered a good deal of infor-
mation and materials, documented and sup-
ported by affidavit, which we believe ade-
quately demonstrate/,Mrs. Wetmore's lack of
qualifications to continue to be a Commls-
sion licensee of her marine facilities and,
quite possibly, her RCC facilities as well.
These Included, among others, evidence of
improper operational practices, Inadequate
financial resources and serious violations of
the Commission's rules and authorizations,
only some of which have been uncovered by
FCC investigative personnel. We also have
reason to believe that exploration of the
facts and materials now in our possession
may lead to other areas of questionable li-
censee performance on Lrs. Wetmore's
part.

You will understand that we are most re-
luctant to file such a petition because our
client has no quarrel or interest In your cli-
ent's RCC operations which may neverthe-
less be jeopardized by the marine filing. If
there Is any boa fide prospect of settling
this matter along the lines indicated above,
therefore, we should be promptly so In-

formed. For once the petition is filed and
the allegations made, the FCC would very
likely want to investigate the matter thor-
oughly and Impose appropriate sanctions,
including possible institution of license revo-
cation proceedings-even though St. Philip
were later to withdraw Its petition as a con-
diton of settlement. In other words, the
damage done to Mrs. Wetmore by the filing
of the petition may not thereafter be easily
undone; and could pose a severe Impediment
to any possible future composition of the
differences between Mrs. Wetmore and St.
Philip.

We are willing to let you view, without
copying, the information and materials in
our possession vhich we intend to use in
support of the petition-if there s any rea-
sonable prospect of accommodation at this
point. However, we must have Irs. Wet-
more's decision in the matter prior to
August 21, 1972, so that we may promptly
proceed with the filing of the petition In the
event that there Is no genuine prospect of
settlement.

98. Wetmore asserted that the letter
was tantamount to a threat that Gulf
Coast would challenge her qualifica-
tions with the Commission unless she
agreed to sell the facilities to Gulf
Coast. Other purchase offers were
purportedly made in November 1972,
May 1973, and September 1974. Wet-
more contended that her September
1974 refusal precipitated the petition
to deny. She cited the foregoing as the
basis for her assertions that Gulf
Coast was harassing her and abusing
the Commisson's processes.

99. Gulf Coast responded to the alle-
cations In its January 20, 1975. reply
to the oppositions to Its petition to
deny. Gulf Coast claimed the purchase
offers were privileged negotiations to
settle litigation. According to Gulf
Coast, the August 9. 1972, letter was
being taken out of context by Wet-
more. Gulf Coast stated that the con-
ilct arose when Wetmore protested

the application for a new public coast
station at Palmetto, Fla., filed by A.. P.
St. Philip, Gulf Coast's predecessor in
interest. Gulf Coast claimed that
while the application was in a hearing
status, St. Philip offered to buy Wet-
more's marine fagilitles because such a
purchase "would avoid the disclosure
at the impending hearing of a number
of factors which St. Philip believed re-
flected adversely on Wetmore's quali-
fications to remain a Commission li-
censee." On reconsideration the Com-
mission granted the application with-
out hearing.4 1 Gulf Coast asserted that
Wetmore rekindled the controversy
when she petitioned to dismiss or deny
Its application to establish marine con-
trol and repeater stations at Palmetto
and Tampa and its application for a
second working channel for Palmetto
on January 14 and July 8,1974, respec-
tively. Gulf Coast characterized the
petitions as without merit and as
having been filed to harass Gulf Coast

"A. P. St Philip, Ine, 40 FCC 2d 4 (1973).
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and impede its growth in the Tampa
Bay area. Gulf Coast next asserted
that its offer to purchase Wetmore's
marine facilities in mid-1974 was ac-
cepted in principle. During the mid-
1974 negotiations, counsel for Gulf
Coast purportedly told counsel for
Wetmore that he was concerned that
Wetmore's past and continuing inir-
mities as a licensee would delay the as-
signment applications.

100. On October 2, 1975, Wetmore
filed a petition for acceleration of li-
cense renewal, or in the alternative,
for revocation of license against Gulf
Coast. In the petition, she sought a
harassment issue against Gulf Coast
based on the August 9, 1972, letter and
the alleged harassment she set forth
in the opposition to Gulf Coast's peti-
tion to deny. She also claimed that
Gulf Coast's referral to the U.S. Attor-
ney in Tampa of its section 605 allega-
tion against Wetmore was unneces-
sary, unreasonable, and an abuse.

101. Wetmore also asserted that
Gulf Coast abused the Commission's
processes. She claimed that Gulf
Coast filed its petitions against her to
pressure her into selling her stations
and to prevent General from acquiring
her stations and by so doing abused
the Commission's processes. She as-
serted that Gulf Coast had made false
charges against her, citing the section
605 and section 81.312(a) (6) and (7)
issues which Gulf Coast requested.
Wetmore contended that "the se-
quence of Gulf Coast's repeated fil-
ings" was additional evidence of its
abuse of the Commission's processes.
Concerning Gulf Coast's supplement
to its petition to deny filed July 28,
1975, Wetmore stated that the reason
Gulf Coast gave for filing the supple-
ment was that certain matters had
come to its attention only recently and
could not have been pleaded in the Oc-
tober 15, 1974, petition to deny. Wet-
more noted that the allegations about
her alleged violations of section
81.312(a)(7) of the rules were based oii
log entries as early as January 10,
1975, and that Gulf Coast had claimed
the violations had occurred routinely
for an extended period of time. Wet-
more rhetorically questioned why
Gulf Coast waited until July 28, 1975,
to file the supplement if the foregoing
were true. She further asserted that
Gulf Coast's August 18, 1975, opposi-
tion to Wetmore's request for 10 addi-
tional days to respond to Gulf Coast's
petition for a cease and desist order
was indicative of Gulf Coast's conduct.
According to Wetmore, not only did
Gulf Coast file unauthorized supple-
mental pleadings and levy false
charges but it also sought to deny its
competitor the opportunity to re-
spond. In support of her position Wet-
more cited California Motor Transport
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Co. v. Trucking Limited, 404 U.S. 508
(1971).

102. Gulf Coast filed its opposition
to Wetmore's petition on November 2,
1975. Gulf Coast contended that Wet-
more had not shown that Gulf Coast's
filings constituted harassment as de-
scribed in the Review Board in Chron-
icle Broadcasting Co., 19 FCC 2d 240,
16 RR. 2d 1014 (1969). Gulf Coast
stated that it opposed the grant of the
assignment applications to demon-
strate that the assignments could not
be approved because Wetmore was an
unqualified licensee, thus making the
frequencies available for application
by Gulf Coast. It was also alleged that
Gulf Coast and Wetmore had filed the
same number of protests against each
other's applications. Gulf Coast assert-
ed that its allegations had been well
documented while Wetmore's had not
been.

103. On July 16, 1976, Wetmore peti-
tioned to deny Gulf Coast's amend-
ment of its second working frequency
application filed June 1, 1976. In the
petition, she incorporated by reference
her October 2, 1975, petition concern-
ing Gulf Coast's qualifications and her
reply pleading dated December 9,
1975. Wetmore alleged that Gulf
Coast's channel 27 amendment consti-
tuted a strike application as defined in
Grenco, Inc., 28 FCC 2d 166 (1971).
Therein, the Commission held that a
strike application is one whose princi-
pal or incidental motive or purpose is
to obstruct or delay another applica-
tion. The Commission further indicat-
ed four guidelines to determine if an
application is a strike application: (1)
The timing of the application; (2) the
economic and competitive benefit oc-
curring from the application; (3) the
good faith of the applicant; and (4)
questions concerning a frequency
study.

104. With respect to timing, Wet-
more stated that Gulf Coast filed the
amendment on the first business day
after the licensee for KTA 420 ex-
pired. The license expired on May 28,
1976. The amendment was signed on
May 26, 1976. Gulf Coast's June 23,
1976, STA request to operate on chan-
nel 27 contained traffic studies dating
back to May 22, 1976. The foregoing
showed that the studies were done to
support an STA request for channel 27
not channel 84, according to Wetmore.
She further asserted that Gulf Coast's
amendment to channel 27 Was incon-
sistent with its allegation that there
was an emergency need for a second
working channel. She claimed that
Gulf Coast intended to file for her
channel before it could have known
that the license had expired, thus
demonstrating its intent to obstruct
the assignment. According to Wet-
more, Gulf Coast would have benefit-
ed more from maintaining its channeI

84 application than amending to chan-
nel 27. By amending to channel 27,
Gulf Coast allegedly would face a
lengthy delay due to a comparative
hearing and the possibility of losing in
the hearing. In Wetmore's view, this
also demonstrated that Gulf Coast's
motivation was to obstruct or delty
the assignment.

105. With respect to the good faith
aspect of the test set forth in Grenco,
supra, Wetmore stated that Gulf
Coast's STA request for Channel 27
was "prima facie evidence of bad
faith." Wetmore contended that Gulf
Coast chose an "occupied frequency,"
which would delay a solution to the
public's need for another marine worh-
ing frequency in Tampa Bay. Wetmore
finally claimed that the totality of
facts in this proceeding established
Gulf Coast's obstructive motive for
the amendment to Channel 27,
S106. Gulf Coast filed its opposition

to Wetmore's petition to deny on
August 6, 1976.41 Gulf Coast contended
that Wetmore's petition to deny was
untimely since she had withdrawn her
previous protests to its additional
working frequency application as part
of the settlement agreement of Febru-
ary 1976. Gulf Coast asserted that
Wetmore could only attack the
amendment, not matters previouily
raised and abandoned, and that Wet-
more was abusing the Commission's
processes by attempting to raise old
matters.

107. Regarding Wetmore's "strike"
allegation, Gulf Coast stated that,
pursuant to § 81.37, a timely renewal
application by Wetmore had to be
filed between February 28 and April
28, 1976.42 During May, Gulf Coast d,-
cided to file an amendment to specify
Channel 27 on June 1, 1976, unless it
learned that Wetmore had filed an ap-
plication by that date. Gulf Coast con-
tended that the amendment was pre-
pared and executed prior to June 1 so
It could be filed on that date, and that
Gulf Coast recognized the possibility
that it could file the amendment on
June 1 and later find out that Wet-
more had filed an application prior to
June 1. Had that occurred, Gulf Coast
claimed, it would have withdrawn the
amendment voluntarily rather than go
through a comparative hearing. Gulf
Coast reasoned that if Wetmore filed

"The pleading was verified by an affidavit
of Gulf Coast's vice president, James C.
Pope, who stated that he had personal
knowledge of the facts set forth In the
pleading.

12Section 81.37 of the Commission's rules
provides, in pertinent part, that: "All appli-
cations for renewal of license must be made
during the license term and should be filed
within 90 days but not later than 30 days
prior to the end of the license term." Since
Wetmore's license for XTA 420 was to
expire on May 28, 1976, Wetmore was re-
quired to file her renewal application be-
tween February 28 and April 28, 1976,

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978



NOTICES

after June 1, there would befno com-
parative hearing because Wetmore's
application would be barred by
§ 81.303(b).

108. Gulf Coast also asserted that Its
good faith in this matter was demon-
strated by the fact that Channel 27
had a higher priority than Channel 84
pursuant to § 81.304(b)(22) and that
more ships in the area were equipped
with 27 than 84. Gulf Coast further
argued that its amendment could not
have been intended to impede the
Wetmore-General assignment applica-
tion since the subject license had ex-
pired. Gulf Coast suggested that Wet-
more could end the dispute by amend-
ing her "reinstatement application" to
specify Channel 84, which would
result in Gulf Coast withdrawing its
petition to dismiss or deny the applica-
tion. Gulf Coast asserted that Wet-
more's continued specification of
Channel 27 demonstrated her bad
faith and that her application was a
strike application designed to obstruct
Gulf Coast's application. Gulf Coast
also denied that any of its actions
breached the "settlement agreement,"
and argued that Wetmore had abused
the Commission's processes by filing
allegations, then withdrawing them,
then trying to reinstate them.

109. Wetmore stated in an August
18, 1976, reply that her petition to
deny was filed within 30 days of the

-public notice of the amendment, so it
was timely, and that her petition was
limited to the amendment. She stated
she incorporated her earlier pleadings
to show Gulf Coast's bad faith and to
show that the amendment was filed at
least in part to obstruct or delay the
assignment.

110. In response to Gulf Coast's ar-
gument that its amendment could not
have been for strike purposes,. Wet-
more argued that Sumiton Broadcast-
ing Company, Inc., 15 FCC 2d 40
(1968), established that there could be
a strike application where the target
application had not yet been filed be-
cause (in her words) "the focal point
of the 'strike' inquiry is the filer's pur-
pose.* * *" Wetmore argued that Gulf
Coast's entire course of conduct was
designed to: "(1) file on top of Wet-
more (or at least run that risk); (2)
capitalize upon its adversary's obvious
inadvertent oversight before such
oversight might be corrected; (3) time
the filing after the expiration date to
avoid the appearance of a 'strike' pur-
pose."

111. Wetmore argued that Gulf
Coast's statement that it would have
withdrawn its application had Wet-
more filed a renewal application prior
to expiration of TA 420 was an ad-
mission that the settlement agreement
bound Gulf Coast not to hinder the as-
signment of Channel 27 to General.
therefore, Wetmore asserted, Gulf

Coast was obligated not to interfere in
her attempt to reinstate the license
for KTA 420 so that she could assign
it and Gulf Coast's amendment
breached this agreement and demon-
strated Gulf Coast's bad faith.

112. Wetmore also argued that
§ 81.304(b)(22) did not require Gulf
Coast to apply for the higher priority
frequency when It became available.
because the boating public had access
to Channels 26 and 27 over KWB 426
and ETA 420. satisfying the priority
scheme of § 81.304(b)(22) in the
Tampa Bay area.

113. Regarding Gulf Coast's claim
that her application for channel 27
constituted a strike filing, Wetmore
stated that she had "custody of chan-
nel 27 for more than 5 years" and still
retained "custody of the channel
under STA;" that she serves the 900
vessels registered to KWB 426 and the
former KTA 420 and another 750 tran-
sient vessels; and that the Commis-
sion's grant of an STA to her in order
to avoid confusion to the users of
channel 27 revealed that she could not
have been manifesting bad faith by
not amending to channel 84.

114. Wetmore's request for the speci-
fication of an harassment issue will be
denied. Such an issue is appropriate
when one party in a proceeding has
engaged in an unnecessary, unreason-
able, and abusive investigation of an-
other party to the proceeding or wit-
nesses in a proceeding. See, Chronicle
Broadcasting Co., 19 FCC 2d 240,'16
RR 2d 1014 (1969); National Broad-
casting Company, Inc., 21 FCC 2d 195,
18 RR 2d 74 (1970); and WIO, Inc.,
FCC 73R-338, 28 RR 2d 685 (1973).
Wetmore has provided no evidence
that Gulf Coast pursued such a course
of action in the collection of the mAte-
rial it claimed to have in the letter of
August 9, 1972;'or In the gathering of
material which it submitted in the var-
ious pleadings It filed in this proceed-
ing.

115. However, the letter of August 9,
1972, from counsel for Gulf Coast to
counsel for Wetmore does raise serious
questions concerning Gulf Coast's
qualifications. It appears that Gulf
Coast was threatening Wetmore that,
unless she accepted Gulf Coast's offer
of purchase, Gulf Coast would file
with the Commission whatever materi-
al and information It had accumulated
against Wetmore. In Home -Service
Broadcasting Corp., 24 FCC 2d 192
(1970), the Review Board noted Its
concern with the conduct of an appli-
cant which withheld Information from
the Commission which the applicant
believed to be pertinent to a compet-
ing applicant's character qualifica-
tions. The information had been with-
held during the pendency of settle-
ment negotiations between the two ap-
plicants. The Board stated:

Moreover. the Board is constrained to
point out that a serious problem is raised by
Natick' "unilaterial" delay in filing this
motion because of the pendency of settle-
ment negotiations. The Board looks askance
at Natick's deliberate withholding of infor-
mation that It believed to be pertinent to
Home Service's character qualifications
during the pendency of settlement negotia-
tions. Not only does such action constitute
and Inadequate basis for a delay in filing a
request for a character qualification Issue.
but It could lead to serious abuses of the
CommssLion's process. Le.. use of the knowl-
edge of misconduct as leverage for obtaining
an agreement to dismiss, or. if the miscon-
duct were never brought to the Commis.-
slon's attention, approval of reimbursement
to a disms sing applicant whose misconduct
should be a bar to reimbursement Id.. at
193.

The Board concluded that conduct
of that nature "* ** cannot be con-
doned, for It facilitates an abuse of the
Commission's processes." Id., at 196.
From all of the foregoing, It appears
that Gulf Coast attempted to use
whatever information it had about
Wetmore's character qualifications to
Improve Its position in purchase nego-
tiations and failed to notify the Com-
mission of the information in its pos-
session for 2 years. Inquiry into Gulf
Coast's conduct in this regard is war-
ranted and appropriate issues will be
specified.

116. Wetmore's request for a strike
issue against Gulf Coast will be grant-
ed. Gulf Coast's conduct beginning
with the August 9, 1972, letter as set
forth above raises substantial ques-
tions concerning Gulf Coast's motives
in amending to channel 27. Due to the
conflicting representations before us,
It is necessary to resolve this matter in
the hearing.

117. On August 4, 1976, Westside
Communications, Inc., and Universal-
Radio Telephone Media Corp., filed a
petition to deny Gulf Coast's applica-
tion. They claimed standing based on
the joint venture agreement of July
1972 between Universal and Wetmore.
However, as discussed previously, the
joint venture agreement has been de-
clared a nullity. Universal and West-
side Communications, Inc., do not
have standing with respect to Gulf
Coast's application or amendment be-
cause they have made no showing of
economic injury if Gulf Coast's appli-
cation as amended is granted. More-
over, the petition was filed more than
30 days after the public notice of the
amendment. Accordingly, it was un-
timely. Since the petition was untime-
ly and the petitioners lack standing, it
will not be considered and it will be
dismissed.

118. On November 18, 1976, Wet-
more filed a renewal application for
KWB 426, Tampa, Fla. The applica-
tion was put on public notice on No-
vember 26, f976. The application was
assigned file No. 79-M-RL-116. Be-

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978

38107



38108

cause the issues specified with respect
to Wetmore in this proceedingconcem
her basic qualifications to be a licens-
ee, the renewal application will be
made part of this proceeding.

CONSOLIDATION

119. Wetmore also filed a motion to
consolidate on October 2, 1975. She
sought consolidation of her assign-
ment applications, Gulf Coast's appli-
cation for a second working frequency,
and her petition for institution of re-
newal or revocation proceedings
against Gulf Coast. Wetmore stated
that consolidation would serve admin-
istrative convenience and that sub-
stantially the same issues are involVed
in these matters, since if Gulf Coast
lacks the qualifications to retain its
public coast license, it would not be
qualified to obtain an additional
marine frequency.

120. Gulf Coast filed an opposition
to Wetmore's motion to consolidate on
November 26, 1975. Gulf Coast assert-
ed that Wetmore's petition for acceler-
ated renewal or revocation would be
disposed of without a hearing thus ob-
viating the need to consolidate it for
hearing with the applications. Gulf
Coast also claimed that since it had es-
tablished that it traffic loading would
meet the requirements of
§ 81.304(b)(22), there would be no need
for a hearing on its second working
frequency application.

121. On February 9, 1978, Gulf Coast
filed an application for renewal of li-
cense for KUZ-383. In light of the
questiohs regarding Gulf Coast's quali-
fications discussed above, that applica-
tion will also be designated for hearing
in this proceeding.

122. As indicated above, Wetmore
and Gulf Coast now have mutually ex-
clusive applications pending. Accord-
ingly, all matters which we believe
warrant consideration will be dealt
with in a consolidated proceeding.

123. Since the applications of Wet-
more and Gulf Coast for authority to
operate a Public Coast III-B Maritime
Mobile Radio Station on 161.950 MHz
in the Tampa Bay area are mutually
exclusive, a comparative issue will also
be specified so as to determine which
of the applications should be granted,
if both applicants demonstrate they
are otherwise qualified to be licensees.

Accordingly, it is ordered, That, pur-
suant to section 309(e) of the Commu-
nications Act of 1934, as amended, the
above-captioned applications are desig-
nated for hearing in a consolidated
proceeding at a time and place to be
specified in a subsequent order, upon
the following issues:

(A) With respect to Dee Wetmore
d.b.a. Tampa Radio Marine Service:

(1) To determine the facts and cir-
cumstances surrounding the oper-
ation, management, ownership, and
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control of radio stations KTA-420 and
KWB-426 during the period July 1,
1972, through April 30, 1973.

(2) To determine, in light of the evi-
dence adduced pursuant to. issue
(A)(1), whether Dee Wetmore violated
section 310(b) of the Communications
Act of 1934, as amended and § 1.924 of
the Commission's rules and, if so, the
effect on her basic or comparative
qualifications.

(3) To determine the facts and cir-
cumstances surrounding Dee Wet-
more's monitoring and use on disclo-
sure, if any, of conversations between
Gulf Coast and other parties.

(4) To determine, in light of the evi-
dence adduced pursuant to issue
(A)(3), whether Dee Wetmore violated
section 605 of the Communications
Act of 1934, as amended, and, if so, the
effect on her comparative qualifica-
tions.

(5) To determine whether Dee Wet-
more required deposits prior to provid-
ing service.

(6) To determine, in light of the
facts adduced pursuant to issue (A)
(5), whether Dee Wetmore viqlated
section 203 (b) and (c) of the Commu-
nications Act of 1934, as amended,
and, if so, the effect on her basic or
comparative qualifications.

(7) To determine, whether Dee Wet-
more violated § 81.312(a)(7) of the
Commission's rules, and, if so, the
effect on her basic or comparative
qualifications.

(8) To determine whether Dee Wet-
more's application for a new public
coast rn1-B station on 161.950 MHz
complies with § 81.303(b) of the Com-
mission's rules, and, if not, whether
the requirements thereof should be
waived.

(B) With respect to Gulf Coast Com-
munications, Inc.

(1) To determine the facts and cir-
cumstances surrounding the prepara-
tion and execution of James C. Pope's
July 21, 1975, affidavit and its filing as
part of Gulf Coast Communications,
Inc.'s "Petition for Order to Cease and
Desist."

(2) To determine the facts and cir-
cumstances surrounding Gulf Coast
Communications, Inc.'s monitoring
and use or discloiure, if any, of conver-
sations between Dee Wetmore d.b.a.
Tampa Radio Marine Service and
other parties.

(3) To determine, in light of the evi-
dence adduced pursuant to issue
(B)(2), whether Gulf Coast Communi-
cations, Inc. violated section 605 of the
Communications Act of 1934, as
amended, and, if so, the effect on its
basic or comparative qualifications.

(4) To determine whether Gulf
Coast violated §81.312(a)(6) of the
Commission's rules, and if so, the
effect on its basic or comparative
qualifications.

(5) To determine whether Gulf
Coast Communications, Inc. In Its July
28, 1975, "Petition for Order To Cease
and Desist," made misrepresentations
or was less than candid In Its represen-
tations to the Commission concerning
alleged interruptions by Wetmore,
and, if so, the effect on Its requisite
qualifications.

(6) To determine Gulf Coast Com-
munications, Inc.'s first year operating
costs for the proposed second working
frequency.

(7) To determine Gulf Coast Com-
munications, Inc.'s available net liquid
assets, to construct and operate the
proposed facility. *

(8) To determine, in light of the evi-
dence adduced pursuant to Issues
(B)(6) and (B)(7), whether Gulf Coast
is financially qualified.

(9) To determine whether Gulf
Coast Communications, Inc. withheld
information regarding Dee Wetmore's
qualifications from the Commission
and/or used such Information in an at-
tempt to enhance Its private Interests
in connection with Its efforts to pur-
chase stations KTA 420 and KWB 426
and, if so, the effect on Its requisite
qualifications.

(10) To determine whether Gulf
Coast Communications, Inc.'s June 1,
1976, amendment to Its application for
a second working frequency was filed
for the principal or incidental purpose
of obstructing or delaying the applica-
tion of Dee Wetmore for a new Public
Coast III-B Maritime Mobile radio sta-
tion at St. Petersburg Beach, Fla., or
frequency 161.950 MHz, and, If so, the
effect on its requisite qualifications.

(C) To determine which applicant
for 161.950 MHz would provide the
public with better public coast station
service based on the following consid-
erations:

(1) Coverage area and potential
users therein;

(2) Availability of other public coast
station services in the coverage area;

(3) Hours of operation;
(4) Rates and charges;
(5) Ability to participate actively In

the safety system;
(6) Personnel available to operate

the station and their experience in
marine communications; and

(7) Interconnection with landline fa-
cilities.

(D) To determine, in light of the evi-
dence adduced pursuant to the forego-
ing issues which, if any, of the above-
captioned applications should be
granted.

It is further ordered, That the
burden of proceeding with the intro-
duction of evidence with respect to
issues A(1), B(2), B(4), B(S), B(6), B(M),
B(9), and B(10) shall be on Dee Wet-
more; the burden of proceeding with
the Introduction of evidence with re-
spect to issues A(3), A(5), A(7), and
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A(8), shall be on Gulf Coast Communi-
cations, Inc.; the burden of proof on
every issue shall be on the applicant to
which it pertains.

It is further ordered, That the Peti-
tion To Dismiss or Deny filed July 8,
1974, by Dee Wetmore is granted to
the extent reflected above and is
denied in all other respects.

It is further ordered, That the
amendment to its application for a
second working frequency filed Sep-
tember 9, 1974, by Gulf Coast Commu-
nications, Inc. is accepted.

It is further ordered, That the
amendment to the application for as-
signment of license KWB 426 filed
September 10, 1974, by General Tele-
phone Co. of Florida is accepted.

It is further ordered, That the
"Formal Protest" filed October 15,
1974, by Universal Radio Telephone
Media and Westside Communications,
Inc. is denied.

It is further ordered, That the Peti-
tion To Deny Applications and for Ac-
celeration of Station License Renewals
or, In the Alternative, for Institution
of License Revocation Proceedings
filed October 15, 1974, by Gulf Coast
Communications, Inc. is granted to the
extent reflected above and is denied In
all other respect.

It is further ordered, That the
amendment to its application for a
second working frequency filed Janu-
ary 27, 1975, by Gulf Coast Communi-
cations, Inc. is accepted.

It is further ordered, That the Sup-
plement To Petition To Deny Applica-
tions and for Acceleration of Station
License Renewals or, in the Alterna-
tive, for Institution of License Revoca-
tion Proceedings filed July 28, 1975, by
Gulf Coast Communications, Inc. is ac-
cepted.

It is further ordered, That the Peti-
tion for Order to Cease and Desist
filed July 28, 1975, by Gulf Coast
Communications, Inc. is denied.

It is further ordered, That the Peti-
tion for Acceleration of License Re-
newal or, in the Alternative, for Revo-
cation of License filed October 2, 1975,
by Dee Wetmore is denied.

It is further ordered, That the
Motion for Consolidation filed Octo-
ber 2, 1975, by Dee Wetmore is grant-
ed to the extent reflected above and is
denied in all other respects.

It is further ordered, That the
amendment to its application for a
second working frequency filed June 1,
1976, by Gulf Coast Communications,
Inc. is accepted.

It is further ordered, That the Peti-
tion for Reconsideration filed July 9,
1976, by Dee Wetmore is denied.

It is further ordered, That the Peti-
tion To Deny filed July 16, 1976, by
Dee Wetmore is denied.

It is further ordered, That the Peti-
tion To Deny-Amendment of Pending
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Application and Request for Immedi-
ate Grant of Application or for Inter-
im Special Operating Authority filed
July 16, 1976, by General Telephone
Co. of Florida is denied.

It is further ordered, That the Peti-
tion To Dismiss or Deny filed July 29,
1976, by Gulf Coast Communications,
Inc. is granted to the extent reflected
above and Is denied In all other re-
spects.

It is further ordered, That the Peti-
tion To Deny Application filed August
4, 1976, by Westside Communications.
Inc. and Universal Radio Telephone
Media Corp. Is denied.

It is further ordered, That the Appli-
cation for Review filed January 6,
1977, by Dee Wetmore Is denied.

It is further ordered, That the Peti-
tion for Extraordinary and Equitable
Relief filed January 21, 1977, by Gen-
eral Telephone Co. of Florida is
denied.

It is further ordered, That the Appll-
cation for Review filed January 21.
1977, by Gulf Coast Communications.
Inc. is denied.

It is further ordered, That the
amendment filed January 28, 1977. by
Dee Wetmore Is accepted.

It is further ordered, That the
Motion to Strike filed March 3. 1977,
by General Telephone Co. of Florida
Is denied.

It is further ordered, That the Appli-
cation for Review filed May 20. 1977.
by Gulf Coast Communications. Inc. I-
denied.

It is further ordered, That to avail
themselves of the opportunity to be
heard, the applicants herein, pursuant
to § 1.221(c) of the Commission's rules,
in person or by attorney, shall within
twenty (20) days of the release of this
Order, file with the Commission in
triplicate a written appearance stating.
an Intention to appear on the date
fixed for hearing and to present evi-
dence on the issues specified in the
Order.

MAL COMUlMICATIONS
Commissior.

WILLIM J. Taicaxco.
Secretary.

[FR Doe. 78-23957 Filed 8-24-78; 8:45 am]

[6712-01]

FCC 78-5481

MEMORA DUM OF N1DEPSTANDING WITH
EQUAL EMPLOYEMIT OPPORTUNITY

COMISSION
AGENCY: Equal Employment Oppor-
tunity Commlsson and Federal Com-
munications Commi Ion.
ACTION: Memorandum of under-
standing.
SUMMARY: The Equal Employment
Opportunity Commission and the Fed-

38109

eral Communications Commission
have entered into a memorandum of
understanding to establish a joint
working relationship to eliminate em-
ployment discrimination on the basis
of race, sex. national origin, religion,
and color at broadcasting stations.
The memorandum is injended to elimi-
nate conflict and duplication of effort
by the two agencies -n administering
their respective statutes, the Civil
Rights Act of 1964, as amended, 42
U.S.C. 2000e et seq., and the Commu-
nicatlons Act of 1934, as amended, 47
U.S.C. 151 et seq..
EFFECTIVE DATE: September 25,
1978.
FOR FURTEER INFORMATION
CONTAC.

Issle L. Jenkins, Deputy General
Counsel, Equal Employment Oppor-
tunlty Commi on, 2401 E Street
NW-. Washington, D.C. 20506, 202-
634-6400 between the hours of 9 am.
and 5:30 p.m. or Richard Shiben,
Chief. Renewal and Transfer Divi-
sion, Federal Communications Com-
m.ion. 1919 M Street NW., Wash-
ington, D.C. 20554. 202-632-6993 be-
tween the hours of 8 am,. and 4:30
pa.

SUPP ENTARY INFORMATION:
Adopted: July 27, 1978.
Released: August 21, 1978.

In the matter of Memorandum of
understanding between the Federal
Communications Commission and the
Equal Employment Opportunity Com-
mission: Report and order.

By the Commission:
1. The Federal Communications

Comupisslon [hereinafter FCC] and
the Equal Employment Opportunity
Commison [hereinafter EEOC] have
under consideration their proposed
memorandum of understandiing, 43 FR
12936 (March 28, 1978), as well as com-
ments filed by several interested par-
ties.,

2. The proposed memorandum
sought to formalize a system of coop-
eration and coordination'between the
two agencies. In the past such collabo-
ration was intermittent and informal.
Indeed, although directed toward a
common goal and covering much the
same area, each agency charted an in-
dependent course, and only occasional-
ly did one agency use the expertise
and information of the other. Thus,
after extensive negotiations, both
agencies agreed to a tentative plan of
cooperation and coordination to In-
crease the effectiveness of each agen-
cy's equal employment responsibilities
and reduce possible duplication of
effort.

'Appendix A ls ts these partles filing com-
ment-- We will consider all the comments
even though many were filed a few days
after the time alloted by the public-notice.
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3. As proposed, the memorandum
contained three major parts involving
the exchange of information, the han-
dling and referral of discrimination
complaints and an automatic inquiry
of broadcasters' employment practices
by the FCC upon an EEOC finding of
reasonable cause and a failure of the
parties to conciliate their differences. 2

Initially, the agencies agreed, that
they would share "any information re-
lating to a broadcast employer's em-
ployment policies and practices which
may assist each agency in carrying out
its responsibilities." -This information
would Include stations' annual employ-
ment reports, compliance review re-
ports and investigative files.

4. In addition, the agencies agreed
that the FCC would become "an agent
of the EEOC" for the "sole purpose"
of receiving charges of employment
discrimination. The date of filing with
the FCC, then, would be deemed to be
the date of filing with the EEOC. To
effectuate this, the FCC agreed that
when it gets a "charge" which comes
within Its and the EEOC's jurisdicai-
ton, it would forward the complaint to
the EEOC. Further, if the EEOC re-
ceived a charge which fell without its
jurisdiction but within the FCC's ju-
risdiction, it would refer the matter to
the FCC "which will process the com-
plaint in accordance with its own
rules, policies and procedures." And if
the EEOC got a complaint which fell
within both its jurisdiction and the

2Generally, the EEOC is charged with in-
vestigating complaints "filed by or on
behalf of a person * * * alleging that an em-
ployer * * has engaged in an unlawful em-
ployment practice." 42 U.S.C. § 2000e-5(b)
(1970). These employment practices includ-
ing failure or refusal "to hire or to dis-
charge * * * or otherwise discriminate"
against any individual "because of the indi-
vidual's race, color, religion, sex, or national
origin," 42 U.S.C. § 2000e-2(a)(1) (1970).
During the EEOC's investigation the re-
spondent is to be offered an opportunity to
submit a statement of its position or evi-
dence with respect to the allegations. 29
CFR § 1601.15(a). If on the basis of its inves-
tigation the EEOC finds that "there is rea-
sonable cause to believe that the charge is
true, the EEOC shall endeavor to eliminate
any such alleged unlawful employment
practice by informal methods of conference,
conciliation, and persuasion." 42 U.S.C.
§ 2000e-5(b) (1970). If the complainant and
respondent fail to reach some agreement,
then the EEOC or the "person aggrieved"
may "bring a civil action against any respon-
dent" other than a governmental agency. 42
U.S.C. § 2000e-5(f)(1) (1970). The EEOC's
district directors are also empowered to
Issue determinations as to reasonable cause.
29 CFR § 1601.21(d). The EEOC's rules also
provide that the information gathered by
the agency shall remain confidential except
"such earlier disclosure to the charging
party, the respondent, witnesses, and repre-
sentatives of interested Federal * * * agen-
cies as may be appropriate or necessary to
the carrying out of the Commission's func-
tions." 29 CFR § 1601.26.

FCC's the EEOC would "process the
charge in accordance with its normal
procedures." Also, the EEOC promised
to send the FCC "quarterly reports to
keep the FCC informed of charges
against broadcasters."

5. Finally, the memorandum pro-
posed an automatic letter inquiry of
certain broadcasters' employment
practices. The EEOC agreed to notify
the FCC when a reasonable cause de-
termination was made against a broad-
caster. In addition, where a reasonable
cause finding was made by the EEOC
and the complainant and broadcaster
failed to settle their dispute through
the EEOC's conciliation process, the
proposed memorandum required the
FCC to send a letter 3 to the broadcast-
er noting the failure of conciliation
and ordering the licensee to "submit
any additional comments you wish to
make relating to your employment
policies and practices to show a grant
of your application (or a continuation
of your present license) would be in
the- public, interest." The letter then
recited the possible action which
might be taken, ranging from grant of
a pending renewal application to desig-
nation for hearing. The letter also
stated that the FCC might impose
"any other appropriate sanction (e.g.,
forfeiture or revocation)."

6. Pursuant to the public notice, the
two Commissions received comments
from a variety of organizations. Many
of the commentors agreed with the ob-
jectives and operation qf the proposed
memorandum. One, 'for example,
hoped that the accord would "signifi-
cantly reduce the duplicative efforts
by the two agencies as well as the pa-
perwork required for the broadcast-
ers" and that the outlined process
would "insure that all charges are in-
vestigated and that charge processing
is consistent." Most of the groups also
suggested changes for expanding the
scope of the memorandum. Other
groups, particularly broadcasting in-
dustry representatives, questioned the
fundamental fairness of the proposed
agreement. We have considered all the
comments, and in light of them, we
will amend the proposed memoran-
dum as detailed below.

AuTHORITY

7. At least one commentor appeared
to argue that the two agencies lacked
the authority to enter into such an
agreement of cooperation and that the
FCC lacked the statutory power to
impose forfeitures for equal employ-
ment violations. Further, some com-
mentors argued that the proposed
memorandum was unlawful since it
proposed to cover broadcast licensees
but not "nonbroadcast licensees" and
since it altered past FCC treatment of
EEOO actions.

3A model letter was appended to the pro-
posed memorandum.

8. We are confident that the FCC
the EEOC have the authority to enter
into the proposed memorandum of un-
derstanding. Any explanation of the
Commissions' power to enter Into such
an agreement must begin, we feel,
with an examination of the Commis-
sions' respective powers concerning
discriminatory employment practices.
The EEOC's authority is drawn direct-
ly from the Civil Rights Act of 1964,
42 U.S.C. §§ 20OO0e-5 et seq. (1970), and
includes the general power to prevent
unlawful discrimination through the
Commission's mediation and concilia-
tion.4 The FCC's authority Is more in-
direct, but no less sound. In establish-
ing the FCC Congress charged the
Commission with the regulation of In-
terstate and foreign commerce In
order to establish a communications
service for all people of the United
States. 47 U.S.C. § 151 (1970). Indeed,
the Commission is empowered to grant
licenses only after determining that
the public interest, convenience and
necessity will be served by the grant.
47 U.S.C. § 309(a) (1970). Just over a
decade ago the Commission, In recog-
nition of the historical exclusion of
some groups from the Broadcasting In-
dustry, concluded that no one who dis-
criminates against employees or poten-
tial employees on the basis of race,
color, sex, national origin or religion
could be said to be operating in the
public interest. Petition for Rulcmak-
ing to Require Broadcast Licensees to
Show Nondiscrimination in Their Emt-
ployment Pratices, 13 FCC 2d 766
(1968). Since then, the FCC has adopt-
ed and enforced various rules forbid-
ding such discrimination 6not as part a
broad mandate to regulate employ-
ment discrimination but to assure on
an overall basis that the Commission's
licensees engage in employment poli-
cies and practices which are compati-
ble with their responsibilities as public
trustees. Nondiscrimination in the
Employment Policies and Practices of
Broadcast Licensees, 60 FCC 2d at
229-30. Moreover, this responsibility
has been recognized by the courtO In
N.A.A.C.P. v. F.P.C., 425 U.S. 662
(1976), tle Supreme Court noted that
the FCC had a responsibility to assure
that diverse views, including minority

4See supra note 2.5For a history of the Commission's equal
employment policies, see Nondiscrimina-
tion in the Employment Policies and Prac.
tices of Broadcast Licensees, 60 FCC 2d 226,
227-30 (1976). It has been suggested that
the FCC's authority in equal employment
may be unique among Federal agencies in
that such regulation "allows minority
groups to participate in the vital industry
function of informing the public and there-
by molding public opinion." Implementation
of Equal Employment Opportunity by the
Independent Regulatory Commissions
Through the Power to Act in the Public In.
terest: Two Divergent Views, 17 Win. &
Mary L. Rev. 332, 358 (1975).
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views, are expressed in programming
and included in programming deci-
sions. 425 U.S. at 670 n. 7. And the

-court of appeals has suggested that
FCC employment analysis is appropri-
ate in order to uncover practices
which "raise questions about the char-
acter qualifications of the licensee."
National Organization for Women v.
F.C.C., 181 U.S. App. D.C. 65, 80, 555 F.
2d 1002, 1017 (D.C. Cir. 1977); accord
Bilingual Bicultural Coalition on
Mass Media, Inc. v. F.C.C, Civil Nos.
75-1855 & 75-2181 (D.C. Cir. May 4,
1978). Thus, we feel that the Commis-
sion's authority to prevent employ-
ment discrimination is well grounded.

9. Given this recognized responsibili-
ty, the FCC retains, as in other areas
of its authority, expansive powers to
deal with employment discrimination.

'See, e.g., National Broadcasting Co. v.
U.S., 319 U.S. 190, 218-19 (1943).
Indeed, the Communications Act spe-
cifically authorizes the Commission to
promulgate such rules or issue such
orders "as may be necessary in the ex-
ecution of its functions," 47 U.S.C.
§ 154(i) (1970), as well as to institute
inquiries concerning "which any ques-
tions may arise under any of the ques-
tions may arise under any of the provi-

-sions of this Act, or relating to the en-
forcement of any of the provisions of
this Act." 47 -U.S.C § 403 (1970). Simi-
larly, the EEOC is empowered to "co-
operate with and, with their consent,
utilize regional, State, local, and other
agencies." 42 U.S.C. §2000e-4fg)1)
(1970). It is under these broad powers,
then, that the two Commissions have
determined that the public interest
can best be served by their formal co-
operation and coordination.

10. Further, we believe that this situ-
ation is analogous to Reynolds,
Metals, Co. v. Rumsfeld, 417 F. Supp.
365 (E.D. Va 1976). aff'd in part and
-rev'd in part, 564 F. 2d 663 (4th Cir.
1977), where the court upheld the au-
thority of the EEOC and Labor De-
partment's Office of Federal Contract
Compliance Programs (OFCCP) to
enter into a similar memorandum of
understanding.6 There, the district
court found-and the court of appeals
agreed-that the memorandum should
stand since it was designed to assist
the two agencies in their common goal
of eliminating employment discrimina-
tion and sense no specific law prevent-
ed the two agencies from entering into

'The agendy relationship was the only
part of the EEOC-OFCCP memorandum
which was invalidated by the district court.
417 F. Supp. at 362. However, the court of
apeals disagreed and upheld the agency re-
lationship envisioned by the agreement. 564
F. 2d at 670. See also infra at para. 15. The
OFCCP, like the FCC, has powers beyond
more concillation and mediation. In fact.
the office is authorized to withheld, suspend
or terminate Federal contracts or assistance
programs.
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such an agreement. 417 F. Supp. at
368.7

11. In addition, we believe that the
FCC has the authority under the
Communications Act to impose forfeit-
ures in the equal employment area.
The Commission has maintained equal
employment rules since 1970, e.g., 47
CFR §§ 73.125, 73.599 & 73.793 (1977).
and the Communications Act clearly
provides the Commission with express
authority to assess forfeitures against
any broadcast station which "willfully
or repeatedly" violates "any rule or
regulation of the Commission pre-
scribed under authority of this Act."
Pub. L, No. 95-234'(Feb. 21, 1978).

12. Moreover, we must also reject
the contention that the proposed
agreement unlawfully singles our
broadcast licensees for FCC scrutiny.
Equal protection of the laws does not
prohibit governmental agencies from
making distinctions but rather prohib-
Its those agencies from making arbi-
trary or unreasonable distinctions.
E.G., Railway Express Agency v. New
Yorl4 356 US. 106. 110 (1949). We be-
lieve, as we and the courts have
historically recognized, that broadcast-
ers have unique problems and respon-
sibilities in the area of equal employ-
ment. For example, broadcasters have
a special obligation to insure that mi-
nority voices are heard In program se-
lection. Eg, X.A.C.P. v. F.P.C, 425
U.S. at 670 n. 7. Therefore, we decline,
as we have consistently declined, to
approach the peculiar discrimination
problems of the businesses we regulate
in the same manner. Rather, we will
continue to deal separately with their
respective employment discrimination
problems. Compare Nondiscrimina-
lion in the Employment Policies and
Practices of Broadcast Licensees, 60
FCC 2d 226 (1977), with Amendment of
the Commission's Rules to Require
Community Antenna Television Sys-
tems and Community Antenna Relay
Station Licensees to Show Nondis-
crimination in Their Employment
Practices, 34 FCC 2d 186 (1972).

SHARIZG OF INFORILUIMON

13. At least one commentor argued
that the proposed agreement would
violate the privacy rights attaching to
information which the EEOC uncovers
in its investigation. However, we dis-
agree since the Civil Rights Act pro-
hibits only "public" disclosure. 42
U.S.C. § 2000e-8(e) (1970), and not dis-
closure to a governmental agency.

'We also note that President Carter re-
cently order the EEOC to initiate coopera-
tive programs, "Including the development
of memorandum of understanding between
agencies, designed to Improve the coordina-
tion of equal employment opportunity com-
pliance and enforcement" and ordered all
Federal agencles to cooperate with and
assist the EEOC in its efforts. Exec. Order
No. 12067.43 FR 28967 (July 5. 1978).
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Indeed, the EEOC's rules specifically
provide for disclosure of information
to agencies. 29 CFL §1601.20 (1977M.8
Nor do we intend to circumvent the
meaning of the Civil Rights Act by.
doing indirectly what the EEOC is
prevented from doing directly, the
FCC has specifically agreed in the mo-
morandum to respect the EEOCs con-
fidentiality provisions, and we believed
that the sharing of information will
not necessarily lead to public disclo-
sure. However, in view of the com-
ments, we will emphasize the nondis-
closure provision of the memorandum
by placing it in part I of the agree-
ment; in this way there should be no
mistake that we intend the confiden-
tiality provision to apply to all shared
Information which Is protected by the
Civil Rights Act. 9

14. One cornmentor also noted that
the memorandum's provision for quar-
terly reports to be made by the EEOC
to keep the FCC informed of discrimi-
nation charges against broadcasters
was located in a paragraph dealing
with the processing of charges which
come within the jurisdiction of both
the FCC and EEOC. In order to em-
phasize that the quarterly reports will
contain all pending EEOC charges
against broadcasters, the wording of
provision has been clerfifed and moved
to part I of the momorandum.

15. One commentor suggested that
the agency relationship envisioned by
the proposed memorandum is invalid,
but we must reject this contention. We
emphasize that the relationship indi-
cated by the agreement is strictly lim-
ited: the FCC agrees only to become a
conduit for formal discrimination
charges falling within the EEOC's
Jursdicton. In this regard, then, the
relationship is simila to the one ap-
proved by the Relmolds court 564 P.
2d at 667-69. Further, it involves no
delegation of any authority between

&While legislative history on the nondis-
closure provision I- scarce, it. seems that
there was no Intention to prohibit Federal
agencies from securing.and using informa-
tion gathered by the EEOC. For example.
Senator Humphrey, in introducing the com-
promise bill which ultimately became the
Civil Rights Act, noted that the nondisclo-
cure porvison of the Act was "not intended
to hamper Commion investigations or
proper cooperation with other State and
Federal agencies, but. rather is aimed at the
making available to the general public of
unproven charges." 110 Cong. Rec. 12123
(1964).

9We do feel, however, that the nondisclo-
sure provisions of the Civil Rights Act pre-
vent. the suggestion from one commentor
that the quarterly reports to be furnished
by the EEOC to the FCC should also be
placed in broadcasters' public files. This of
course. will not prevent, the FCC from devel-
oping its own public information concerning
discrImination complaints.
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the FCC and the EEOC. Indeed, the
referral of complaints to the EEOC is
specifically made "in addition to any
separate action [the FCC] may make
* * * within the context of [the Com-
munications Act's] public interest
finding." And the EEOC retains the
authority to "process the charge in
accord with its normal procedures"
where the EEOC has jurisdiction.
Thus, we find the limited agency rela-
tionship envisioned by the proposed
accord to be valid. 1o

PROPOSED INQUIRY
16. Most of the criticism of the

memorandum focused on the proposed
Inquiry triggered by a failure of conci-
liation.' The proposed inquiry, many
commentors argued, would lead to a
denial of "due process" in the sense
that an inquiry would raise a presump-
tion of discrimination based on an in-
terlocutory finding of the EEOC. Fur-
ther, many commentors argued that
the timing and automatic nature of
the inquiry would put undue pressure
on broadcasters to conciliate claims
whatever the merits to avoid "further
entanglement with the FCC." Thus,
the effect would be to "wholly deprive
broadcast licensees of due process to
which they are entitled under the
Civil Rights Act."

17. Moreover, many broadcasters
complained of the breadth of the pro-
posed inquiry. As one noted, the pro-
posed inquiry would be directed to
broadcasters' overall employment poli-
cies rather than the "facts and circuit
stances surrounding the specific dis-
crimination charges." -On the other
hand, one commentor worried that
any Inquiry into the specific charges
would usurp the funtions of the
EEOC.

18. In addition, one commentor de-
scribed the envisioned procedure as"an open invitation to duplicative pro-
ceedings" since even after an inde-
pendent FCC inquiry is begun the
complainant or the EEOC could sue

"One commentor suggested that the pro-
vision of Part III of the memorandum in
which the EEOC agrees to provide technical
assistance and guidafice as requested by the
FCC is an ultra vires act. However, we reject
this assertion since the EEOC is not prohib-
ited from sharing its expertise with other
agencies in order to permit uniformity of
policy; indeed, the EEOC has recently been
authorized to coordinate the equal employ-
ment efforts of all Federal agencies. Exec.
Order No. 12067, 43 FR 28967 (July 5, 1978).

"As the memorandum now reads, the
FCC staff would be required to send a letter
of inquiry requesting "additional comments
you may wish to make relating to your em-
ployment policies and practices" when noti-
fied that a complainant and broadcaster
had failed to conciliate their differences
throught the EEOC's processes. See supra
note 2. This letter would be sent automati-
cally even if the case which triggered the in-
quiry were taken to Federal court.

NOTICES

the broadcaster in Federal court on
the same facts which trigger the
FCC's inquiry. Thus, one commentor
recommended that the FCC defer
action until the case "has been tried
and a decision rendered"; on the other
hand, if the case is not taken to Feder-
al court, the FCC "has little cause to
embark on its own investigation." Sim-
ilarly, many broadcasters argued that
the memorandum is a departure from
past FCC case law and cited decisions
in which the Commission has condi-
tioned renewal on the "final- outcome"
of an EEOC matter in recognition of
the "interlocutory stages of an EEOC
complaint proceeding."

19. We largely disagree with the
criticisms of the proposed inquiry. We
are concerned, however, that the
wording of the memorandum may
appear to pressure broadcasters to
conciliate EEOC complaints, and we
are also concerned in reevaluating the
memorandum that the automatic in-
quiry may unduly restrict the FCC
and lead to unwarranted duplicative
efforts. Accordingly, we will revise var-
ious sections of the memorandum as
detailed below.

20. We feel that the proposed memo-
randum in no way violates broadcast-
ers' due process rights under the Com-
munications Act or Civil Rights Act.
However, we also feel that too much
emphasis is given in the memorandum
to the possible timing of an FCC inqui-
ry, We realize that the EEOC's proc-
esses are by nature informal and con-
ciliatory and that an EEOC finding of
reasonable cause coupled with failure
of conciliation does not raise a legal
presumption of employment discrimi-
nation. E.g., Fekete v. U.S. Steel Corp.,
424 F.2d 331, 336 (3rd Cir. 1970).
Indeed, .in any resulting Federal court
action, the trial takes on the character
of an action de novo in which the com-
plainant "itsust carry the initial * * *
burden * * * of establishing a prima
facie case of racial discrimination."
McDonnell Douglas Corp. v. Green, 411
U.S. 792, 802 (1973). Ttjerfore, we do
not seek to give undue deference to a
failure of conciliation. However, we do
feel that this point in many cases will
represent both a convenient and rea-
sonable. time for the FCC's involve-
ment. For example, failure of concilia-
tion marks the end of the EEOC's con-
ciliatory efforts and, if the case is not
pursued, will afford the FCC the most
complete information regarding the
facts of the complaint. However, we
emphasize that it is the information
gathered by the EEOC rather than
the EEOC's procedural touchstones in
which the FCC will be interested.
Thus, it is possible in some cases for
an FCC inquiry-based on information
from the EEOC and other sources-to
take place even before the EEOC's
conciliatory process ends. Report on

Uniform Policy as to Violations by Ap-
plicants of Laws of the United States,
1 R.R., Part 3, 91.495 (1951); 42 P.C.C.
2d 399 (1973).

21. We agree with some of the com-
mentors who point out that an auto-
matic inquiry may lead to duplicative
efforts since the complainant or the
EEOC may bring an action In Federal
district court even after failure of con-
ciliation. In order to alleviate this pos-
sibility of duplication, therefore, we
will amend the memorandum to indi-
cate that while the FCC will notify a
broadcaster of the Commission's
awareness of failure of conciliation,
the FCC may in its discretion await
final outcome of a court proceeding
and may condition any action on a
final court determination. It should be
noted, however, that situations may
arise in which the Commission may
act before a court decision. Id. 1

22. Further, on reevaluation we are
concerned that the proposed memo-
randum is too inflexible in requiring a
letter inquiry concerning a broadcast-
er's overall employment policies when-
ever there is a failure of conciliation.
That is, we believe that the FCC
should be able to fashion the areas of
inquiry to the circumstances of the
particular case and not be constrained
to conduct only a general inquiry. Ac-
cordingly, we will amend the memo-
randum to indicate that the scope and
type of FCC Inquiry-including the
letter of inquiry approach-will
remain in the Commission's discre-
tion.

13

OTHER MATTERS
23. One commentor suggested that

the memorandum establish a definite
period of time in which the FCC
would be required to complete review
of information gathered through the
proposed inquiry. However, we think
the suggestion is Impractical given the
FCC's limited staff and the detailed
investigation and analysis which may
be required In some cases.

24. One commentor said that thb
FCC should routinely inform the
EEOC when a broadcaster does not
meet applicable FCC processing stand-
ards. We do not feel that it Is neces-
sary to detail the types of information
which may be exchanged although we

"Accordingly, we do not believe that the
memorandum Is inconsistent with those de-
cisions, cited by some commentors, In which
the Commission has conditioned renewal on
whatever action it may wish to take after a
"final determination" of an outstanding
EEOC complaint. E.g., Newhouse Broadcast.
ing Corp. 61 F.C.C. 2d 528, 539-40 (1976).
Moreover, cases such as Newhousc never
precluded collateral FCC investigation of
employment matters In appropriate cases.

13This flexibility will also allow the Com-
mission, as one commentor suggested, to in-
vestigate past discrimination where appro-
priate.
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note that the memorandum is broad
enough to permit the routine sharing
of this information. We feel that expe-
rience will best indicate the specific in-
formation which will be useful to each
agency, and we will establish proce-
dures for the routine sharing of this
information insofar as our resources
permit.

25. One commentor pointed out that
the list of possible FCC actions con-
tained in Part IV of the memorandum
is different from that contained in the
appended sample letter. This differ-
ence was inadvertent and has been
corrected to reflect the full range of
possible actions which the FCC may
take.

26. One commentor mentioned that
the memorandum does not state what
would happen if the EEOC is unable
to complete its investigation prior to
the license expiration date. However,
we do not'deem it necessary to provide
for this contingency since the FCC
under its current procedures may at
any time under the Communications
Act call the license into question and
conduct its own inquiry.

27. Finally, one cornmentor suggest-
ed that the memorandum was mean-
ingless because the FCC considers
only systemic issues while the EEOC
does not consider class issues. Howev-
er, we disagree since the information
obtained by the EEOC in the course of
its investigation of an individual com-
plaint will be helpful to the FCC in di-
recting the FCC's attention to areas
which may require further inquiry.
Moreover, the EEOC does consider
systemic issues of discrimination
through Commissioner's charges, and
it also considers issues arising in an in-
4dividual charge which are by nature
class issues.

28. Accordingly, it is ordered, That
the Memorandum of Understanding
between the Equal Employment Op-
portunity Commission and the Federal
Communications Commission as set
forth in the attached Appendix B is
adopted and Will become effective 30
days after its publication in the FEDER-
AL REGISTER.

29. It is further ordered, That this
proceeding is terminated.

FEDERAL COMMUN=CATIONS
CoaraxISSION,

WiumA J. TRicAmIco,
Secretary.

APrzENix A
The following organizations filed com-

ments on the proposed memorandum of un-
derstanding.
Center for National Review
Women Employed
National Women's Employment Project
KWHW Radio, Inc., KNOR Radio, Inc., and

KWON Radio, Inc.
United States Commissloif on Civil Rights
National Association of Broadcaster

N.A.A.C.P. Legal Defense and Educational
Fund, Inc.

National Council of La Raza
Metromedia, Inc.
American Broadcasting CoM., Inc.
Storer Broadcasting Co.
'Pierson. Ball & Dowd
Citizens Communications Center (on behalf

of Itself, National Black Media Coalition,
National Organization for Women. Black
Citizens for Fair Media, National Council
of La Raza and National Citizens Commit-
tee for Broadcasting)

N.A.A.C.P. Special Contribution Fund
Maryland.District of Columbla.Delaware

Broadcasters Association. Inc.

Apamrix B

=m1ORAUM OF Ur E STADING
The following represents a memorandum

of understanding relating to nondiscrimina-
tion In employment at radio and television
broadcasting stations as defined In section 3
(o) and (dd) of the Communications Act of
1934, as amemded. 47 U.S.C. 153 (o) and
(dd), I and has been agreed to by the Equal
Employment Opportunity Commission.
hereinafter the EEOC, and the Federal Co-
municatlons Commi Ion. hereinafter the
FCC.

The EEOC, pursuant to title VII of the
Civil Rights Act of 1964, as amended. 42
U.S.C. 2000e (hereinafter title VII). has Ju-
risdiction to Identify and eliminate discrmi-
natory employment policies and practices at
emplopyment units, Including broadcasting
stations. The FCC, under the Communica-
tions Act of 1934, as amended. 41 U.S.C. 151
et seq., has Jurisdiction to regulate inter-
state and foreign commerce by wire and
radio In the public intercst, and has found
Its regulatory jurisdiction also to Include au-
thority to Identify and eliminate discrimina-
tory employment policies and practices at
broadcasting stations. It has adopted rules
and procedures desinged to assure equal em-
ployment opportunities to all persons with-
out regard to their race, color, religion, na-
tional origin or sex. Its authorization to do
.so has been reconaized by the Supreme
Court. NAACP. v. F.P.C, 425 U.S. 662
(1976). Both the EEOC and FCC share a
common goal-the elimination of dLscrim-
natory employment policies and practices at
broadcasting stations, including both com-
mercial and noncommercial educational
(public) broadcasting stations. In pursuit of
this common goal and to promote efficlency
and eliminate potential conflict and duplica-
tion, the EEOC and FCC hereby agree as
follows:

L EXCRIUAE OF InFORIMAXXON

Both the EEOC and FCC shall make
available for Inspection and copying to ap-
propriate officials from the other agency
any information-relating to a broadcast em.
ployer's employment policies and practices
which may assist each agency in carrying
out Its responsibilities. Such information
shall include, but no necessarily be limited
to. affirmative action programs, annual em.
ployment reports (FCC form 395). com-
plaints investigative files, conciliation or
compliance agreements, and compliance
review reports and files.

'While the FCC has jurisdiction over
other communications by wire and radio,
e.g., common carrier and cable television.
this memorandum of understanding Is limit-
ed to broadcasting

Additionally, the EEOC will send to the
FCC quarterly reports to keep the FCC in-
formed of all charges against broadcasters.
With respect to all information obtained
from the EEOC, the FCC agrees to preserve
the confidentiality provisions of sections
'06(b) and '109(e) of title VII of the Civil
Rights Act of 19M4. as amended.

xI. Dismu wIf AXOx Co0n'LAINrS

The EEOC has responsibility to investi-
gate charges of discrimination filed with it.
The EEOC hereby designates the FCC as an
agent of the EEOC for the sole purpose of
receipt of such charges. For the purpose of
determining the timeless of charge under
title VII of the Civil Rights Act of 1964, as
amended, the date the matter was received
by the FCC shall be deemed to be the date
It was received by the EEOC.

In. r OCESSG DIRnIMATION COpIFAMrS

It an individual files a charge with either
the EEOC or FCC alleging discrimination in
employment by a broadcaster, the EEOC
and FCC shall proceed as follows:

(a) If the EEOC receives the charge but
the broadcast employer does not fall within
the Jurisdiction of the EEOC pursuant to
title VII. and also not within the jurisdic-
tion of a State or local agency to which the
EEOC defers such charges pursuant to sec-
tion 706 of the Civil Rights Act of 1964
(hereinafter section '106 agency), the EEOC
Will forward the charge to the FCC, which
will process the compliant- In accordance
with Its own rules, policies, and procedures.
Upon reque.t, the EEOC shall provide tech-
nical advice and guidance to the FCC in
their investigation of such complaints. The
EEOC shall also notify the charging party
that It has forwarded the complaint to the
FCC. The EEOC shll furnish to the appro-
priate office of the FCC a list of section 706
agencies and their Jurisdictional limits.
(b) If the FCC receives a charge which

falls both within its own jurisdiction and
within the jurisdiction of the EEOC or a
section '06 agency, the FCC shall, in addi-
tion to any separate action it may take to
Investigate such charges within the context
of the public interest finding it must make
on any broadcast application: (tlDate stamp
the charge and refer it to the appropriate
EEOC office or the appropriate section '06
agency; (1l) notify the complianant that is
has done so; and (ill) notify the broadcaster
that the compliant has been referred to the
EEOC, Indicating that the FCC has asked
the EEOC to inform It of the results of the
case processing.

(c) If the EEOC receives a discrimination
charge against a broadcaster which is within
the Jurisdiction of both-the EEOC and the
FCC, the EEOC will process the charge in
accord with Its normal procedures. The
EEOC shall make a reasonable effort to in-
vestigate the charge prior to the broadcast
station's license expiration date as estab-
lished in section 73.34 of the FCC's rules
and regulations.

IV. ACTION? ON DISCRn=nAMlON COMIALMTS
The EEOC will notify the FCC by letter

of all reasonable cause determinations on
discrimination charges involving a broad-
caster, and upon specific request will pro-
vide the FCC with any additional informa-
tion regarding the determination. However,
nothing herein I- intended to require or-
force licensees to enter into conciliation
agreements or to affect the legal rights of
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the complainants. Likewise, nothing herein
is intended to discourage a licensee from en-
tering into a conciliation agreement if its so
desires or to affect the legal rights of the
EEOC.

When the EEOC makes a determination
on a discrimination complaint involving a
broadcaster, and there is -a failure of conci-
liation, the EEOC will so notify the FCC.
Thereafter, consistent with its usual prac-
tice of compiling a. full and complete record
prior to reaching any determination on an
issue, the FCC will send the licensee a letter
(similar to the attached document) inviting
the licensee's comments on specific areas of
FCC concern. Based upon a review of the
broadcaster's response and any other infor-
mation on file relating to its employment
policies and practices, the FCC, within its
statutory discretion, shall detemine what
administrative action may be appropriate.
Other than a regular grant of a pending ap-
plication. such action may include:

(a) Grant of a renewal for a short-term
period:

(b) Grant of a renewal subject to certain
conditions (with appropriate monitoring);

(c) Grant of a renewal for a short-term
period subject to certain conditions (with
appropriate monitoring);

(d) Imposition of a monetary forfeiture
(see 47 U.S.C. § 503(b)); or

(e) Designation of the license or applica-
tion for hearing pursuant to either section
312 or 309 of the Communications Act, 47
U.S.C. §§ 312. 309.

Upon disposition of the case, the FCC
shall notify the EEOC. Furthermore,
should the EEOC or the complainant elect
to pursue the matter in the Federal courts,
the FCC retains discretion to defer consider-
ation of the case until a determination is
reached by the courts. Likewise, in given cir-
cumstances the FCC retains its discretion to
proceed with appropriate administrative ac-
tions prior to a final court determination.

V. LIAISON AND MONITORING

To provide for more effective exchange of
complete information so that both agencies
will be utilized to the maximum effective-
ness in the public interest, each agency will
designate a liaison officer to serve as the
primary source of contact. These liaison of-
ficers will be responsible for currently in-
forming each other of proposed proceedings
and of internal developments in areas of
joint concern to the extent that such infor-
mation is not privileged. Additionally, the
parties shall conduct reviews of the imple-
mentation of this agreement to assure
proper effectuation. In this regard, liaison
meetings between appropriate senior offi-
cials of both agencies to exchange views on
matters of common interest and responsibil-
ity shall be held from time to time as deter-
mined by such liaison officers to be neces-
sary.

Designated liaison officers:
(a) Equal Employnient Opportunity Com-

mission-The Executive Director or his des-
ignee.

(b) Federal Communications Commis-
sion-The General Counsel or his designee.

VI. AMENDMENT AND TERMINATION

This agreement, when signed by both par-
ties, covers an indefinite period of time and
may be modified by or expanded with the
mutual consent of both parties or terminat-
ed by either party upon thirty (30) days' ad-
vance written notice.

Approved and accepted for the Equal Em-
ployment Opportunity Commission.

ELEANOR Hou.ms NORTON,
Chair, Equal Employment

Opportunity Commission.

Approved and accepted for the Federal
Communications Commisipn.,

CHARLES D. FEmS.Chairman, Federal
Communications Commission.

ATTAcHLET A

DEAR : The Federal Communica-
tions Commission has been advised that the
Equal Employment Opportunity Commis-
sion has determined in (EEO Case No.) that
there is reasonable cause to believe that (li-
censee) has discriminated against (affected
class/party) by (type of discrimination) in
violation of Title VII of the Civil Rights Act
of 1964, as amended. We have also been ad-
vised that there has been a failure of conci-
liation.

While the FCC does not directly enforce
Title VII of the Civil Rights Act, It does con-
sider broadcasters' employment policies and
practices under its own public interest man
date and non discrimination regulation.
These regulations require each broadcast
station licensee to afford equal employment
opportunity to all qualified persons, and
hiring, placement and promotion, and relat-
ed benefits on the basis of race, color, reli-
gion, national orgin, or sex.

The Commission is now in the process of
reviewing your equal employment opportu-
nity practices including the reasonable
cause to believe finding. In order that we
may have a complete understanding of your
compliance with our equal employment op-
portunity rules you are requested to submit
comments on the following matters: (Here
the Commission will specify matters of par-
ticular concern).

Based upon a review of any such com-
ments, which should be submitted within
thirty (30) days of the date of receipt of this
letter, and other information on file con-
cerning your employment policies and prac-
tices, we will determine what further action,
if any, is necessary, including: (1) grant of
your license renewal application; (if) grant
of your license renewal for a short-term
period; (iii) grant of your license renewal ap-
plication subject to certain conditions; (iv)
'grant of your license renewal application for
a short-term period subject to certain condi-
tions; (v) in the case of substantial and ma-
terial questions of fact, designation of your
application for evidentiary hearing to deter-
mine what action should be taken; or (vi)
imposition of any other appropriate sanc-
tion (e.g., forfeiture, revocation).

If you have any additional questions,
please feel free to write or call the Chief of
the Renewal Branch, Broadcast Bureau.

Sincerely yours,

RIcHARD J. SHMEN,
Chief, Renewal and Transfer

Division, Broadcast Bureau.

EQUAL ELOYJENrT OPPORTUNITY
COiVISSION

MEMIORANDUL- OF UNDERSTANDING WITH THE
FEDERAL COMAUNICATIONS COT.0ISSION

Notice is hereby given that on August 3,
1978, the Equal Employment Opportunity
Commission approved a memorandum of
understanding between the EEOC and the

Federal Communications Commission. The
memorandum which was adopted appears
above as an appendix to the report and
order of the FCC on this subject.

The EEOC has considered the comments
received In response to the publication of
the proposed memorandum on March 28,
1978, and has adopted the discussion of
those comments which appears In the
report and order of the FCC. The EEOC
hereby makes a specific affirmation that It
has the authority under Title VII of the
Civil Rights Act of 1964, Ps amended. 42
U.S.C. 2000e-4(g)(1). and under Executive
Order 12607 (June 30, 1978) to enter into
this memorandum of understanding and to
render such advice and asslotance to the
FCC as it may request in handling matters
of equal employment opportunity.

In addition, the EEOC also specifically
finds that the sharing of information with
the FCC will not result In disclosure to the
public prohibited by sections 706(b) and
709(e) of Title VII. The sharing of informa-
tion with another Government agency In
carrying out that agency's dutics with re-
spect to equal employment opportunity Is
not prohibited by Title VI1. In addition,
FCC has agreed to respect the confidential-
ity provisions of Title VIL

As indicated In the report and order of the
FCC, the EEOC has designated the FCC its
agent for the receipt of charges. The date of
receipt of a charge by FCC will be deemed
the date of receipt of the charge by EEOC
for the purpose of determining whether the
charge has been received Within 180 or 300
days, as applicable, after the act of discriml.
nation.

This memorandum of understanding will
become effective September 25, 1978.

Dated: August 7, 1978.

EL AvR HoL= NonToN,
Chair, Equal Employment

Opportunity CommissIoIL
[FR Doc. 78-23958 Filed 8-24-78: 8:45 am]

[4110-921
DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Foderal Council on tho ADing

SPECIAL AGING POPULATIONS COINMITTEE

t-ieeting

The Federal Council on the Aging
was established by the 1973 amend-
ments to the Older Americans Act of
1965 (Pub. L. 93-29, 42 U.S.C. 3015) for
the purpose of advising the President,
the Secretary of Health, Education,
and Welfare, the Commission on
Aging, and the Congress, on matters
relating to the special needs of older
Americans.

Notice Is hereby given pursuant to
the Federal Advisory Committee Act
(Pub. L. 92-463, 5 U.S.C. app. 1, see. 10,
1976) that the Council's Committee on
Special Aging Populations will hold a
meeting on September 15 from 9:30
a.m. to 5 p.m., Room 4254. HEW-North
Building, 330 Independence Avenue
SW., Washington, D.C. 20201.
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The agenda will consist of a reviev
of committee functions and responsi
bilities; staff report on definition o
age categories and special aging popu
lations; recommendations on the El
derly Minority Report; review of man
dated studies; consideration of com
mittee resources.

Further information on the Counci
may be obtained from the FCA Secre
tariat, Federal Council on the Aging
Washington, D.C. 20201, telephon
202-245-0441. FCA meetings are opei
for public observation.

NELSON H. CRUSEANK,
Chairman,

Federal Council on the Aging.
AUGUST 18, 1978.
[FR Doc. 78-23937 Filed 8-24-78; 8:45 am]

[4110-021

Office of Education

NATIONAL ADVISORY COUNCIL ON THE
EDUCATION OF DISADVANTAGED CHILDREN

Meeting

Notice is hereby given, pursuant t4
Pub. L 92-463, that the National Advi
sory Council on the Education of Dis
advantaged Children will meet ii
Knoxville, Tenn., on Friday, Septem
ber 15 and Saturday, September 16
1978. On September 15, the Counci
members will conduct site visits to var
ious Knoxville title I schools from 8:31
a.m. to 4:30 p.m.; and, the regula
Council meeting will be held on Sep
tember 16, from 8:30 a.m. to 1:30 p w
(location to be announced at a late
date).

The National Advisory- Council oi
the Education of Disadvantaged Chil
dren is established under section 141
of the Elementary and Secondary Ac
(20 U.S.C. 2411) to advise the Presi
dent and the Congress on the effec
tiveness of compensatory education ti
improve the educational attainment o
disadvantaged children.
" The members ivill be conducting thi
site visit for the purpose of gatherini
additional information needed to final
ize their special report on Urban Edu
cation, after which they have sched
uled a full Council meeting to reviei
all- draft materials for final inclusioi
in this report scheduled to be issuei
on September 30, 1978.

The meeting will be open to th
public. Because of limited space, a]
persons wishing to attend should cal
for reservations by September 11
1978, area code 202-724-0114 ani
speak with Mrs. Lisa Haywood.

Records shall be kept of all Counci
proceedings and shall be available fo
public inspection at the Office of th,
National Advisory' Council on the Edu
cation of Disadvantaged Children lo

NOTICES

,v cated at 425 Thirteenth Street NW.,
- Suite 1012, Washington, D.C. 20004.
f Signed at Washington, D.C., on
- August 22, 1978.

ROBERTA LovENmHL,
Executive Director

EPR Doc. 78-23900 Filed 8-24-78; 8:45 am]
1

, [4110-92]

Office of the Seretaryn
NATIONAL ADVISORY COUNCIL ON SERVICES

AND FACILITIES FOR THE DEVELOPMENTAL-
LY DISABLED

Meeting

The National Advisory Council on
Services and Facilities for the Devel-
opmentally Disabled was established
by section 133(a)(1) of Pub. L. 91-517,
which was signed October 30, 1970, to
advise the Secretary with respect to
any regulations promulgated or pro-
posed to be promulgated by him In the
implementation of the- Act and to
study and evaluate programs author-
ized by the Act with a view to deter-

o mining their effectiveness in carrying
- out the purposes for which they were
. established.
n Notice is hereby given, pursuant to
. Pub. L. 92-463, that the National Advi-

sory Council on Services and Facilities
l for the Developmentally Disabled will

hold a meeting on September 11, 12,
and 13, 1978. The meeting will be held

r in Room 727-A, Hubert H. Humphrey
. Building, Department of Health, Edu-

cation, and Welfare, 200 Independence
Avenue SW., Washington, D.C., from 9

r a.m. to 5 p.m.
Agenda: Annual Report to Congress;

n Reorganization; Status of Legislation;
Research and Evaluation Strategy;
and Reports on Projects of National

t Significance and Contracts.
This meeting Is open for public ob-

servation.
o Further information on the Council
f may be obtained from Mr. Francis X.

Lynch, Executive Secretary, National
e Advisory Council on Services and Fa-
g cilities for the Developmentally Dis-
- abled, Room 3070. Mary Switzer Build-

ing, 330 C Street SW., Washington.
D.C. 20201, telephone 202-245-0335.

av FnAncxs X. Lyncir.
ExecutiveSecretary.

AUGUST 17, 1978.
e EFR Doc. 78-23936 Flied 8-24-78:8:45 am]
i
1

[4110-07]
. Social Security Administration -

I ADVISORY COUNCIL ON SOCIAL SECURITY
rd Appointment and Public Meeting

AGENCY: Advisory Council on Social
Security, HEW.

38115

ACTION: Notice is hereby given of
public meetings of the Advisory Coun-
cil on Social Security and the Panel of
Actuaries and Economists.

SUMMARY: Notice is given pursuant
to Pub. L. 92-463, that the Advisory
Council on Social Security established
pursuant to section 706 of the Social
Security Act, as amended, will meet on
Monday, September 18, 1978, from 9
a.m. to 5 pm. In room 800 of the
Hubert H. Humphrey Building, 200 In-
dependence Avenue SW., Washington,
D.C. The meeting will be devoted to
the topic of social security disability
insurance.

There will be a meeting of the Advi-
sory Council's panel of actuaries and
economists on Tuesday, September 19,
1978, from 9 am. to 12 noon in room
503A, Hubert H. Humphrey Building.
The panel will continue its review of
the economic and actuarial assump-
tions used in social security cost pro-
jections.

These meetings are open to the
public. Individuals and groups ho
wish to have their interest in the
social security program taken into ac-
count by the Council may submit writ-
ten comments, views, or suggestions to
Mr. Lawrence H. Thompson.

FOR FURTHER INFORMATION
CONTACT.

Mr. Lawrence H. Thompson, Execu-
tive Director of the Advisory Coun-
cil, P.O. Box 17054, Baltimore, Md.
21235. Telephone inquires should be
directed to Mr. Edward P. Moore,
telephone No. 301-594-3171.

(Catalog of Federal Domestic Assistance
Program Nos. 13.800-13.805, Social Security
Programs.)

Dated: August 21, 1978.
LT/EuTOCE H. THoxrpsox,

Executive Director, Advisory
Council on Social Security.

[FR Doc. 78-23946 Filed 8-24-78:8:45 aml

[4210-01
DEPARTMENT OF HOUSING AND

URBAN DEVELOPMENT

Federal Disaster Assistance Administration

EFDAA3066-EDA; Docket No. NFD-639]

NEW YORK

Emergency Declaration and Related
Determinations

AGENCY: Federal Disaster Assistance
Administration, HUD.

ACTION: Notice.

SUMMARY: This is a notice of the
Presidential declaration of an emer-
gency for the State of New York
(FDAA-3066-EM), dated August 7,
1978, and related determinations.
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DATED: August 7, 1978.
FOR FURTHER INFORMATION
CONTACT:

A. C. Reid, Program Support Staff,
Federal Disaster Assistance Adminis-
tration, Department of Housing and
Urban Development, Washington,
D.C. 20410, 202-634-7825.

NOTICE: Pursuant to the authority
vested in the Secretary of Housing and
Urban Development by the President
under Executive Order 11795 of July
11, 1974, and delegated to me by the
Secretary under Department of Hous-
ing and Urban Development Delega-
tion of Authority, Docket No. D-74-
285; and by virtue of the act of May
22, 1974, entitled "Disaster Relief Act
of 1974" (88 Stat. 143); notice is
hereby given that on August 7, 1978,
the President declared an emergency
as follows:

I have determined that the adverse Impact
of chemical wastes lying exposed on the sur-
face and associated chemical vapors emanat-
ing from the Love Canal Chemical Waste
Landfill in the city of Niagara Falls, N.Y., is
of sufficient severity and magnitude to war-
rant a declaration of an emergency under
Pub. L. 93-288. I therefore declare that such
an emergency exists in the State of New
York.

Notice is hereby given that pursuant
to the authority vested in the Secre-
tary of Housing and Urban Develop-
ment under Executive Order 11795,
and delegated to me by the Secretary
under Department of Housing and
Urban Development Delegation of Au-
thority, Docket No. D-74-285, I hereby
appoint Mr. Norman Steinlauf of the
Federal Disaster Assistance Adminis-
tration to act as the Federal Coordi-
nating Officer for this declared emer-
gency.

I do hereby determine the following
area of the State of New York to have
been adversely affected by this de-
clared emergency:

The city of: Niagara Falls.
(Catalog of Federal Domestic Assistance No.
14.701, Disaster Assistance)

WILLIAm H. WILcox,
Administrator, Federal

Disaster Assistance Administration.
CFR Doe. 78-23968 Filed 8-24-78; 8:45 am]

[4210-01J

[FDAA-561-DR; Docket No. NFD-638]

TEXAS

Major Disaster and Related Determinations

AGENCY' Federal Disaster Assistance
Administration, HUD.
ACTION: Notice.
SUMMARY: This is a notice of the
Presidential declaration of a major dis-
aster for the State of Texas (FDAA-

NOTICES

561-DR), dated August 3, 1978, and re-
lated determinations.

DATED: August 3, 1978.
FOR FURTHER INFORMATION
CONTACT

A- C. Reid, Program Support Staff,
Federal Disaster Assistance Adminis-
tration, Department of Housing and
Urban Development, Washington,
D.C. 20410, 202-634-7825.

NOTICE: Pursuant to the authority
vested in the Secretary of Housing and
Urban Development by the President
under Executive Order 11795 of July
11, 1974, and delegated to me by the
Secretary under Department of Hous-
ing and Urban Development delega-
tion of authority, docket No. D-74-285,
and by virtue of the Act of May 22,
1974, entitled "Disaster Relief Act of
1974" (88 Stat. 143); notice is hereby
given that on August 3, 1978, the
President declared a maor disaster as
follows:

I have determined that the damage In cer-
tain areas of the State of Texas resulting
from severe storms and flooding, beginning
about August 1. 1978, is of sufficient sever-
ity and magnitude to warrant a major disas-
ter declaration under Pub. L. 93-288. I
therefore declare that such a major disaster
exists in the State of Texas.

Notice is hereby given that pursuant
to the authority vested in the Secre-
tary of Housing and Urban Develop-
ment under Executive Order 11795,
and delegated to me by the Secretary
under Department of Housing and
Urban Development delegation of au-
thority, docket No. D-74-285, I hereby
appoint Mr. Joe D. Winkle of the Fed-
eral Disaster Assistance Administra-
tion to act as the Federal Coordinating
Officer for this declared major disas-
ter.

I do- hereby determine the following
areas of the State of Texas to have
been adversely affected by this de-
clared major disaster.

The counties of Bandera. Kendall, and
Kerr
(Catalog of Federal Domestic Assistance No.
14.701, Disaster Assistance.

Wimukr H. WILcox,
FederalDisaster

AssistanceAdministration.
(FR Doc. 78-23967 Filed 8-24-78; 8:45 am]

[4210-011

[PDAA-561-DR; Docket No. NFD-640]

TEXAS

Amendment to Notice of Major Disaster
. Declaration

AGENCY: Federal Disaster Assistance
Administration, HUD.
ACTION: Notice.

SUMMARY: This notice amends the
notice of major disaster declaration
for the State of Texas (FDAA-561-
DR), dated August 3. 1978.

DATED: August 5, 1978.

FOR FURTHER INFORMATION
CONTACT:

A. C. Reid, Program Support Staff,
Federal Disaster Assistance Adminis-
tration, Department of Housing and
Urban Development, Washington,
D.C. 20410, 202-634-7825.

NOTICE: The notice of major disaster
for the State of Texas dated August 3,
1978, is hereby amended to Include the
following area among those areas de-
termined to have been adversely af-
fected by the catastrophe declared a
major disaster by the President In his
declaration of August 3, 1978.

The counties of: Haskell and Shacl:icford.
(Catalog of Federal Domestic Assistance No.
14,701, Disaster Assistance.)

WILLIAM H. WILCOX,
Administrator, Federal Disaster

Assistance Administration.
[FR Doe. 78-23969 Filed 8-24-78 8:45 am]

[4210-01]

(FDAA-561-DR: Docket No. NFD-6411

TEXAS

Amendment to Notice of Major Disaster
Declaration

AGENCY: Federal Disaster Assistance
Administration, HUD.

ACTION: Notice.

SUMMARY: This notice amends the
notice of major disaster declaration
for the State of Texas (l-DAA-561-
DR), dated August 3, 1978.

DATED: August 7, 1978.

FOR FURTHER INFORMATION
CONTACT:

A. C. Reid, Program Support Staff,
Federal Disaster Assistance Adminis-
tration, Department of Housing and
Urban Development, Washington,
D.C. 20410, 202-634-7825.

NOTICE: The notice of major disaster
for the State of Texas dated August 3,
1978, Is hereby amended to Include the
following area among those areas de-
termined to have been adversely af-
fected by the catastrophe declared a
major disaster by the President In his
declaration of August 3, 1978.

The county of Young.
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(Catalog of Federal Domestic AssistLnce No.
14,701, Disaster Assistance.)

WILLAM H. WILCOX,
Administrator, Federal Disaster

Assistance Administration.
.FR Doc. 78-23970 Filed 8-24-78; 8:45 am]

[4210-01]

[FDAA-561-DR; Docket No. NFD-642]

TEXAS

Aiendment to Notice of Major Disaster
Declaration

AGENCY: Federal Disaster Assistance
Administration, HUD.
ACTION: Notice.
SUMMARY: This notice amends the
notice of major disaster declaration
for the State of Texas (FDAA-561-
DR), dated August 3, 1978.
DATED: August 11, 1978.
FOR FURTHER INFORMATION
CONTACT'
-A. C. Reid, Program Support Staff,
Federal Disaster Assistance Adminis-
tration, Department of Housing and
Urban Development, Washington,
D.C. 20410 202-634-7825.

NOTICE: The notice of major disaster
for the State of Texas dated August 3,
1978, as amended on August 5, 1978,
and August 7, 1978, is hereby further
amended to include the following area
among those areas determined to have
been adversely affected by the catas-
trophe declared a major disaster by
the President in his declaration of
August 3, 1978.

The counties of: Throckmnorton and Ste-
phens.
(Catalog of Federal Domestic Assistance No.
14.701, Disaster Assistance.)

WILLIAu H. WiLcoX,
Administrator, Federal Disaster

Assistance Administration.
(F Doe. 78-23971 Filed 8-24-78; 8:45 am]

[4210-01]

Office of Secretary

[Docket No. D-78-505]

ASSISTANT SECRETARY FOR NEIGHBOR-
HOODS, VOLUNTARY ASSOCIATIONS AND
CONSUMER PROTECTION

Delegation of Authority

AGENCY: Department of Housing
and Urban Development.
ACTION: Delegation of authority.

SUMMARY: The Secretary is delegat-
ing to the Assistant Secretary for
Neighborhoods, Voluntary Associ-
ations and Consumer Protection cer-
tain authority to implement and ad-

NOTICES

minister a program of energy efficient
performance standards for new resi-
dential and commercial buildings.
EFFECTIVE DATE: August 25, 1978.

Section A. Authority delegated. The
Assistant Secretary for Neighbor-
hoods, Voluntary Associations and
Consumer Protection Is hereby dele-
gated under Title III of the Energy
and Conservation and Production Act
of 1976, 42 U.S.C. 6831 et seq., the
power and authority of the Secretary
of Housing and Urban Development to
implement and to administer a pro-
gram of performance standards for
new residential and commercial build-
Ings.

Section B. Authority excepted. There
is excepted from the authority dele-
gated under section A the power to:

1. Sue and be sued.
Section C. Authority to redelegate.

The Assistant Secretary for Neighbor-
hoods, Voluntary Associations and
Consumer Protection is authorized to
redelegate to employees of the Depart-
ment and to agents of the Department
any of the power and authority dele-
gated under section A of this delega-
tion, except the authority to Issue
rules and regulations.

Issued at Washington, D.C.. August
21, 1978.

PATRICIA ROBERTS HARRIS,
.Secretary of Housing

and Urban DevelopmenL
EFR Doc. 78-23965 Filed 8-24-78; 8:45 am]

[1505-01]

DEPARTMENT OF THE INTERIOR

Bureau of Land Managemont

LAA-6697-A through AA-697-E]

ALASKA NATIVE CLAIMS SELECTION

Correction

In FR Doc. 78-21977 appearing at
page 35116 in the issue for Tuesday,
August 8, 1978, make the following
corrections:

(1) In the middle column of page
35117, under T. 78 S., R. 126 W., Sec.
26, "* ** U.S. Survey 520 **0"
should have read " U.S. Survey
5520 * *".

(2) In the same column, under T. 76
S., R. 128 W., "Sees. 26, 27, and 18;"
should have read "Secs. 26, 27, and
28;".

(3) In the third column of page
35117, the second to the last land de-
scription (the eighteenth line from the
top of the column), "T. 78 S., .131
W." should have read "T. 77 S., R. 131
W.".

(4) In the first column of page 35118,
paragraph "d.", "(EIN 3a C4)" should
have read "(EIN 3b C4)".

38117

[4310-84]

( hi 34268]

NEW MEXICO

Application

AuovsT 17,1978.
Notice is hereby given that, pursu-

ant to section 28 of the Mineral Leas-
ing Act of 1920 (30 U.S.C. 185), as
amended by the act of November 16,
1973 (87 Stat. 576), El Paso Natural
Gas Co. has applied for a cathodic pro-
tection station right-of-way across the
following land:

Nsw Mmco Pr .cn. M.Amaur. Nrw
MEXICO

T. 25 S. R. 14 W.,
Sec. 20, WSEV4.

This cathodic protection station will
be used for natural gas operations
across 0.225 of a mile of public land in
Grant County, N. Mem

The purpose of this notice is to
inform the public that the Bureau will
be proceeding with consideration of
whether the application should be ap-
proved, and if so, under what terms
and conditions.

Interested persons desiring to ex-
press their views should promptly
send their name and address to the
District Manager, Bureau of Land
Management, P.O. Box 1420, Las
Cruces, N. Mex. 88001.

RAUL E- MARTINEZ,
Acting Chief, Branch of

Lands and Minerals Operation&

EFR Doc. 78-23902 Filed 8-24-78; 845 am]

[4310-84]

[NM" 34151]

NEW MEXICO

Applica ion

AuGUsT 17,1978.
Notice is hereby given that, pursu-

ant to section 28 of the Mineral Leas-
ing Act of 1920 (30 U.S.C. 185), as
amended by the act of November 16,
1973 (87 Stat. 576), Transwestern Pipe-
line Co. has applied for one 4-inch nat-
ural. gas pipeline right-of-way across
the following land:

NEw Mxco PanMn,AL MMAiu. NEW
Mxico

T. 24 S.. R. 34 E..
Sec. 18, SV INE .
This pipeline will convey natural gas

across 0.20 of a mile of public land in
Lea County, N. Mdex.

The purpose of this notice is to
inform the public that the Bureau will
be proceeding with consideration of
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whether the application should be ap-
proved, and if so, under what terms
and conditions.

Interested persons desiring to ex-
press their views should promptly
send their name and address to the
District Manager, Bureau of Land
Management, P.O. Box 1397, Roswell,
N. Mex. 88201.

RAUL E. MARTINEZ,

Acting Chief, Branch of
Lands and Minerals Operations.

(FR Doc. 78-23903 Filed 8-24-78- 8:45 am]

[4310-84]

[NM 34157]

NEW MEXICO

Application

AUGUST 17, 1978.
Notice is hereby given that, pursu-

ant to section 28 of the Mineral Leas-
Ing Act of 1920 (30 U.S.C. 185), as
amended by the act of November 16,
1973 (87 Stat. 576), Phillips Petroleum
Co. has applied for one 42-inch natu-
ral gas pipeline right-of-way across the
following land:

NEW MEXICO PRINCIPAL MERIDIAN, NEW
MEXICO

T. 17 S., R. 27 E.,
Sec. 10, NEIANWV4 and NW4NEI/4.
This pipeline will convey natural gas

across 0.060 of a mile of public land in
Eddy County, N. Mex.

The purpose of this notice is to
inform the public that the Bureau will
be proceeding with consideration of
whether the application should be ap-
proved, and if so, under what terms
and conditions.

Interested persons desiring to ex-
press their views should promptly
send their name and address to the
District Manager, Bureau of Land
Management, P.O. Box 1397, Roswell,
N. Mex. 88201.

RAUL E. MARTINEZ,

Acting Chief, Branch of
Lands and Minerals Operations.

[FR Doc. 78-23904 Filed 8-24-78; 8:45 am]

[4310-84]

[NM 34165J

NEW MEXICO

Application

AUGUST 17, 1978.
Notice is hereby given that, pursu-

ant to section 28 of the Mineral Leas-
ing Act of 1920 (30 U.S.C. 185), as
amended by the act of November 16,
1973 (87 Stat. 576), El Paso Natural
Gas Co. has applied for one 4 z-inch
natural gas pipeline right-of-way
across the following land:

NEW MEXICO PRINCIPAL MERIDIAN, Nmw
MEXICO

T. 29 N., R. 7 W., Sec. 19, lots 6. 7 and
SE'4NW'/4 .
T. 29 N., R. 8 W.. Sec. 24, NE SE A.

This pipeline will convey natural gas
- across 0.409 mileof public lands in Rio
Arriba and San Juan Counties, N.
Mex.

The purpose of this notice is to
inform the public that the Bureau will
be proceeding with consideration of
whether the application should be ap-
proved, and if so, under what terms
and conditions.

Interested persons desiring to ex-
press their views should promptly
send their name and address to the
District Manager, Bureau of Land
Management, P.O. Box 6770, Albu-
querque, N. Mex. 87107.

RAUL E. MARTINEZ,
Acting Chief, Branch of

Lands, and Minerals Operations
(FR Doe. 78-23905 Filed 8-24-78. 8:45 am]

[4310-84]

[NM 34161 and 34164]

NEW MEXICO

Applications

AUGUST 17, 1978.
Notice! is hereby given that, pursu-

ant to section 28 of the Mineral Leas-
ing Act of 1920 (30 U.S.C. 185), as
amended by the act of November 16,
1973 (87,Stat. 576), El Paso Natural
Gas Co. has applied for three 41/2-inch
natural gas pipelines and related fa-
cilities rights-of-way across the follow-
ing lands:

NEW MEXICO PRINCIPAL MERIDIAN, NEW
-MEXICO

T. 18 S., R. 31 E.,
Sec. 33, SENNE;
Sec. 34, SWI/4NV and NWI/4SWA.

T. 21 S., R. 32 E.,
See. 8. S N',2;
Sec. 9, SW/4NE / and S 2NWY4 .

These pipelines will convey natural
gas across 1.984 miles of public lands
in Eddy and Lea Counties, N. Mex.

The purpose of this notice is to
inform the public that the Bureau will
be proceeding with consideration of
whether the applications should be ap-
proved,. and if so, under what terms
and conditions.

Interested persons desiring to ex-
press their views should promptly
send their name and address to the
District Manager, Bureau of Land
Management, P.O. Box 1397, Roswell,
N. Mex. 88201.

RAUL E. MARTINEZ,
Acting Chief, Branch of

Lands and Minerals Operations.
[FR Doe. 78-23906 Filed 8-24-78; 8:45 am]

[4310-84]

(NM 341701

NEW MEXICO

Application

AUGUST 18, 1978,
Notice is hereby given that, pursu

ant to section 28 of the Mineral Leas-
ing Act of 1920 (30 U.S.C. 185), as
amended by the act of November 16,
197-3 (87 Stat. 576), Southern Union
Gathering Co. has applied for one 20-
inch natural gas pipeline right-of-way
across the following lands:

NEW MEXICO PRINCIPAL MERIDIAN. NEW
MEXICO

T. 28 N., R. 11 W..
Sec. 12, lot 4 and SW'/4SWI'/I
Sec. 13, NW 4NW4.

T. 29 N., R. 11 W.,
Sec. 27, SW/4SE1:
Sec. 34, N,NE 4, SE4NE/ 4 and NE',,kE'.:
Sec. 35, lots 3.4 and NW SV'/4.

This pipeline will convey natural gas
across 1.85 miles of public lands In San
Juan County, N. Mex.

This purpose of this notice Is to
inform the public that the Bureau will
be proceeding with consideration of
whether the application should be ap-
proved, and if so, under what terms
and conditions.

Interested persons desiring to ex.
press their views should promptly
send their name and address to the
District Manager, Bureau of Land
Management, P.O. Box 6770, Albu-
querque. N. Mex. 87107.

RAUL E. MARTINEz,
Acting Chief, Branch of

Lands and Minerals Opcrationw.
(FR Doe. 78-23907 Filed 8-24-78: 8.45 am]

[4310-84]

[NM 341711

NEW MEXICO

Application

AUGUST 18. 1978.
Notice is hereby given that, pursu-

ant to section 28 of the Mineral Leas.
ing Act of 1920 (30 U.S.C. 185), as
amended by the act of November 16,
1973 (87 Stat. 576), Northwest Pipeline
Corp. has applied for one 41/-inch nat-
ural gas pipeline right-of-way across
the following land:

NEW MEXICO PRINCIPAL MERIDIAN. Nw W
MEXICO

T. 31, N.. R. 6 W.,
See. 13, NW SW/4.

This pipeline will convey natural gas
across 0.131 of a mile of public land in
Rio Arriba County, N. Mex. .

The purpose of this notice is to
inform the public that the Bureau will
be proceeding with consideration of
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whether the application should be ap-
proved, and if so, under what terms
and conditions.

Interested persons desiring to ex-
press their views should promptly
send their name and address to the
District Manager, Bureau of Land
Management, P.O. Box 6770, Albu-
querque, N. Mex. 87107.

RAUL E. MAR=z,
Acting Chief, Branch of

Lands and Minerals Operations.
FR Dec. 78-23908 Filed 8-24-78; 8:45 am]

[4310-84]

[Wyoming 64680]

WYOMING

Application

AuGusr 18, 1978.
Notice is hereby given that pursuant

to section 28 of the Mineral Leasing
Act of 1920, as amended (30 U.S.C.
185), the Colorado-Interstate Gas Co.
of Colorado Springs, Colo., filed an ap-
plication for a right-of-way to con-
struct a 6% inch pipeline for the pur-
"pose of transporting natural gas across
the following described public lands:

Si PRnCrPAL MIrDnw, WYoLn=

T. 19 N. R. 98 W.,
Sec. 36.'NEV4.
The proposed -pipeline will transport

natural gas produced from the Table
Rock unit well No. 36 located in the
NW% of section 31, T. 19 N., R. 97 W.,
into an existing natural gas pipeline
located in the N of section 36, T. 19
N., R. 98 W., Sweetwater County, Wyo.

The purpose of this notice is to
inform the public that the Bureau will
be proceeding with consideration of
whether the application should be ap-
proved -and, if so, under what terms
and conditions.

Interested persons desiring to ex-
press their views should do so prompt-
lv. Persons submitting comments
should include their name and address
and send them to the District Man-
ager, Bureau of Land Management,
1300 Third Street, P.O. Box-670 Raw-
lins, Wyo. 82301.

HAROn G. SIN CHCOMa,
Chief, Branch of

Lands and Minerals Operations.
[FR Doc. 78-23909 Filed 8-24-78.8:45 am]

[4310-84]
- [Wyoming 64675]

WYOMING
Application

AUGUST 19, 1978.
Notice is hereby given that pursuant

to section 28 of the Mineral Leasing

NOTICES

Act of 1920, as amended (30 U.S.C.
185). the Cities Service Gas Co. of
Oklahoma City, Okla., filed an appli-
cation for a right-of-way to construct a
4 -inch pipeline for the purpose of
transporting natural gas across the
following described public lands:

SrXTH PiRP ncip. dEmIDL., WyoLXU;O

T. 21 N., . 93 W.,
Sec. 34. NE14SWV4 and NWt'SE .
The proposed pipeline will transport

natural gas from their 5-mile gulch
well No. 5 to a point of connecting
with their gathering line within sec-
tion 34, T. 21 N., R. 93 W., Sweetwater
County, Wyo.

The purpose of this notice Is to
inform the public that the Bureau will
be proceeding with consideration of
whether the application should be ap-
proved and, if so. under what terms
and conditions.

Interested persons desiring to ex-
press their views should do so prompt-
ly. Persons submitting comments
should include their name and address
and send them to the District Man-
ager, Bureau of Land Management,
1300 Third Street, P.O. Box 670, Raw-
lins, Wyo. 82301.

HARoLD G. SvnicHcoMB.
Chief, Branch of

Lands and Minerals Operationa
[FR Doc. 78-23910 Filed 8-24-78; 8:45 am]

[4310-84]

EM 34985(ND)]
NORTH DAKOTA

Coal Lease Offering by Sealed Bid and Oral
Auction

AUGUST 16, 1978.
U.S. Department of the Interior.

Bureau of Land Management. Mon-
tana State Office, Granite Tower. 222
North 32d Street, P.O. Box 30157, Bill-
Ings, Mont. 59107. Notice s hereby
given that coal resources in the lands
described below located in Burke
County, N. Dak., are being offered to
the qualified bidder of the highest
cash amount per acre. The minimum
acceptable bid is $25 per acre. Offer-
ings will be by sealed bid to be fol-
lowed by oral auction starting at the
level of the highest sealed bid re-
ceived. The offer is being made as a
result of an application filed by
Baukol-Noonan, Inc. The sale will be
held at 2 p.m., September 15, 1978, in
the conference room on the sixth floor
of the Granite Tower Building. At
that time all sealed bids will be opened
and read and the oral auction conduct-
ed. The successful high bidder will be
notified in writing after the State di-
rector has made his determination. No
bids received after 2 p.m., September
15, 1978, will be considered. Sealed
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bids may not be modified or with-
drawn unless such modification or
withdrawal Is received before the date,
time, and place set for the opening of
such bids. The Department of the In-
terior reserves the right to reject any
and all bids, and also the right to offer
the lease to the next highest qualified
bidder if the successful bidder fails to
obtain the lease for any reason. If any
bid Is rejected, the deposit made on
the day of the sale will be returned.
Payment of the bonus shall be on a de-
ferred basis, one-fifth due on the day
of the sale, and the balance in equal
annual installments on the next four
anniversary dates of the lease. The
successful bidder Is obligated to pay
for the newspaper publications of this
Notice.

Qualified bidder. In addition to the
qualification requirements in 43 CFR
3502, a qualified bidder other than the
applicant who has not met short-term
criteria, will have to meet the criteria
set out In the decision Natural Re-
sources Defense Counc'l- et aL v. Roys-
ton C Hughes, el aL, Civil Action No.
75-1749. in the US. District Court for
the District of Columbia, dated Sep-
tember 27, 1977, as amended on June
14, 1978. Any documents presented to
support the position that the bidder
meets the criteria of the order, as
amended, must be enclosed with the
sealed bid or presented on the day of
the sale.

Warning to bidders. In accordance
with the Federal Coal Leasing Amend-
ments Act of 1975, It will be necessary
that the high bidder, as a prospective
lessee, disclose the nature and extent
of his coal holdings to the Department
of Justice before issuance of the lease.
A lease will not be issued to a bidder
who holds or controls more than
46.080 acres of Federal coal leases in
any one State or 100,000 acres of Fed-
eral coal leases in the United States.

Coal offered. The coal resources to
be offered are located in Burke
County, N. Dak., near the community
of Larson. The area consists of the fol-
lowing tract: T. 162 N., R. 94 W., 5th
PZL , Section 14, W12NE%, containing
80.00 acres. The coal resources offered
are limited to the Noonan bed. The
Conservation Division, Geological
Survey, has reported that the tract
contains 587,000 tons of recoverable
coal. The coal resources are within the
undefined Larson known recoverable
coal resource area.

Rental and royalty. A lease issued as
a result of this offering will provide
for payment of an annual rental of $3
per acre or fraction thereof and a roy-
alty payable to the United States at
the rate of 12 percent of the value of
coal mined by strip mining methods.
The value of coal shall be determined
in accordance with,30 CRF 211.63.
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Public comments. The public is invit-
ed to submit written comments to the
Bureau of Land Management on the
fair"market value of the tract to be
sold. Public comments should be sent
to the State Director, Bureau of Land
Managemenit, at the address given
above, to arrive no later than Septem-
ber 8, 1978.

Notice of availability. All case file
documents and written comments sub-
mitted by the public on fair market
value or royalty rates, except those
portions identified as proprietary by
the commenter, and meeting exemp-
tions stated in the Freedom of Infor-
mation Act, will be available for public
inspection at the Bureau of Land Man-
agement Office, at the address given
above. Copies of the detailed state-
ment and proposed coal lease are also
available from that office.

RoLAm, F. LEE,
Chief, Branch of Lands and

Minerals Operations.
(FR Doc. 78-23901 Filed 8-24-78; 8:45 am]

[4310-84]

[Nev-025474]

NEVADA

Airport Lease Amendment

AUGUST 15, 1978.
Notice is hereby given that pursuant

to the Act of May 24, 1928 (49 U.S.C.
211-214), the Unincorporated Town of
Jackpot, Nev., has applied to amend
its existing airport lease, serial
number Nev-025474, to include the fol-
lowing described lands:

MouNT DIABLO MERIDIAN, NEVADA
T. 47 N., R. 64 E.

Sec. 1, S1/2SEYSE SW , S'/SW SWS
E1, SY2SE ASWVSE A.

The purpose of this notice is to
Inform the public that the filing of
this application segregated the de-
scribed public, lands from all other
forms of appropriation under the
public land laws.

Interested persons desiring to ex-
press their views should promptly
send their comments together with
their name and address to the Elko
District Manager, Bureau of Land
Management, 2002 Idaho Street, Elko,
Nev. 89801.

WLM. J. MALENCIK,
Chief,

Division of Technical Services.
[FR Doe. 78-23940 Filed 8-24-78; 8:45 am]

[4310-55]

Fish and Wildlife Services

ALASKA

Application for Pipeline Right-of-Way

Notice is hereby given that, pursu-
ant to section 28 of the Mineral Leas-
ing Act of 1920 (30 U.S.C. 185), as
amended by Pub. L. 93-153, approved
November 16, 1973 (87 Stat. 576),
Alaska Pipeline Co. has applied for a
twenty (20) foot wide pipeline right-of
-way across the following lands:

KENAI NATIONAL MoosE RANGE

Kenai National Moose Range within the
existing Sunken Island Lake Road and
Swanson River Road rights-of-way located
generally sixteen (16) miles east of the city
of Kenai, Alaska, and more specifically T. 6
N., R. 9 W., Sections 21, 22, 23, 24, 25, 26, 35,
and 36 Seward Meridian.

This 3.5-4.5 inch pipeline will convey
natural gas across six (6) miles of the
Kenai National Moose Range, Kenai
Peninsula Borough, Alaska.

The purpose of this notice is to
inform the public that the U.S. Fish
and Wildlife Service will be proceeding
with consideration of whether the ap-
plication should be approved, and if
so, under what terms and conditions.

Interested persons desiring to ex-
press their views 'should promptly
send their comments to the Refuge
Manager, Kenai National Moose
Range, P.O. Box 500, Kenai, Alaska
99611, 907-283-4877.

JAIEs E. FRATES,
Refuge Manager,

Kenai National Moose Range.
(FR Doec. 78-23911 Filed 8-24-78; 8:45 am]

[4410-01]

DEPARTMENT OF JUSTICE

Attorney General

[AAG/A Order No. 9-78]

PRIVACY ACT OF 1974

Notice of System of Records

Notice is hereby given that pursuant
to the provisions of the Privacy Act of
1974 the Department of Justice pro-
poses to establish a new system of rec-
ords to be maintained by the Civil Di-
vision.

The Swine Flu Administrative Claim
File System (JUSTICE/CIV-004) is a
new system of records for which no
public notice consistent with the pro-
visions of 5 U.S.C. 552a(e)(4) has been
published in the FEDERAL REGISTER.

Interested persons are invited to
submit written comments on those
portions of the notice which describe
the routine uses. Comments may be
submitted in writing to the adminis-
trative Counsel, Office of Manage-

ment and Finance, Room 1118, De-
partment of Justice, Washington, D.C.
20530. All comments must be received
on or before September 25, 1978. No
oral hearings are contemplated,

A report of the proposed system has
been provided to the Director, Office
of Management and Budget, to the
President of the Senate, and to the
Speaker of the House of Representa-
tives.

Ddited: August 16, 1978.
KEVIN D. RooNEY,

Assistant Attorney General
forAdministration.

JUSTICE/CIV-001

System name:
Swine Flu Administrative Claim File

System.

System location:
Civil Division, U. S. Department of

Justice, 521 12th Street NW., No. 804,
Washington, D.C, 20530.

Categories of individuals covered by the
system:

Any and all parties making adminis-
trative claims for damages resulting
from the administration of the swine
flu vaccine, whose claims have been re-
ferred by the Department of Health,
Education, and Welfare for handling
by the Civil Division, will have Identi.
fying data contained In this system.

Categories of records in the system:
(1) The main record of the system is

the administrative claim filed which Is
retained on each claim under the Juris-
diction of the Civil Division and con-
stitutes the official record of the De-
partment of Justice. All record materi-
al relating to a claim Is retained in the
file. Each claim is assigned a number
in sequential order from the date of
the filing. (2) Alphabetical and nu-
merical indices are utilized as a means
of access to the proper file by the
cross-referencing of the names of all
claimants with the file number. Index
cards are used In these Indices. (3) A
docket card index is maintained on
each claim in order to follow the pro-
gress of all swine flu claims and to
obtain statistical data for periodic and
fiscal reports. However, all informa-
tion contained on the cards has been
taken from the record material con-
tained In the official file.

Authority for maintenance of the system:
General authority to maintain the

system Is contained In 5 U.S.C. 301 and
44 U.S.C. 3101. The particular system
was established by authority of 28
CFR 0.77(f) which authority was dele-
gated to the Civil Division pursuant to
a memorandum from the Deputy At-
torney General, dated July 17, 1974.
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Routine uses of records maintained in the
system, including categories of users and
the purposes of such uses:

Any record pertaining to any swine
flu administrative claim in the Civil
Division may be disseminated to any
other component of the Department
of Justice, including the FBI and the
U.S. Attorneys' offices, for us& in con-
nection with the consideration of that
claim or matter or any other claim,
case or matter under consideration by
the Civil Division or any other compo-
nent of the Department of Justice. A
record maitained in this sysem of rec-
ords may be disseminated as a routine
use of such record as follows: (1) A
record relating to a claim or matter
that has been referred by the Depart-
ment of Health, Education, and Wel-
fare for investigation, or that involves
a claim or matter within th& jurisdic-
tion of an agency, or where the agdncy
or officials thereof are a party to liti-
gation or where the agency or officials
may be affected by a claim or matter
may be disseminated to such agency to
notify the agency of the status of the
claim or matter or any decision or de-
termination that has been made, or to
make such other inquiries and reports
as are necessary during the processing
of the claim or matter; (2) a record
may be disseminated to the public,
news media, trade associations, or or-
ganized groups, when the purpose of
the dissemination is educational or in-
formational, provided that the record
does not contain any information iden-
tifiable to a specific individual other
than that necessary to identify the
matter and is not an unwarranted in-
vasion of privacy or where the infor-
mation has previously been filed in a
judicial or administrative office, in-
cluding the 'clerk of the court; (3) in
any claim in which there is an indica-
tion of a violation or potential viola-
tion of law, whether civil, criminal or
regulatory in nature, the record in
question may be disseminated to the
appropriate Federal, State, local, or
foreign agency charged with the re-
sponsibility for investigating or pros-
ecuting such violation or charged with
enforcing or implementing such law;,
(4) in the course of investigating the
potential or actual violation of any
law, whether civil, criminal, or regula-
tory in nature, or during the course of
a trial or hearing,- or the preparation
for a trial or hearing for such viola-
tion, a record may be disseminated to
a Federal, State local, or foreign
agency, -or to an individual or organi-
zation, if there is reason to believe
that such agency, individual or organi-
zation possesses information relating
to the investigation, trial, or hearing
and the dissemination is reasonably
necessary to elicit such information or
to obtain the cooperation of a witness
or an informant; (5) a record relating

to a claim or matter may be disseml -

nated in an appropriate Federal, State,
local, or foreign court or grand jury
proceeding in accordance with estab-
lished constitutional, substantive, or
procedural law or practice; (6) a record
relating to a claim or matter may be
disseminated to a Federal, State, or
local administrative or regulatory pro-
ceeding or hearing In accordance with
the procedures governing such pro-
ceeding or hearing; (7) a record relat-
ing to a claim or matter may be dis-
seminated to an actual or potential
party or his attorney for the purpose
of negotiation or discussion of such
matters as settlement of the claim or
matter, or for formal or informal dis-
covery proceedings.

Releaseof information to the news
media: Information permitted to be re-
leased to the news media and the
public ,ursuant to 28 CFR 50.2 may be
made available from systems of rec-
ords maintained by the Department of
Justice unless it Is determined that re-
lease of the specific Information in the
context of a particular case would con-
stitute an unwarranted invasion of
personal privacy.

Release of information of Members
of Congress: Information contained In
systems of records maintained by the
Department of Justice, not otherwise
required to be released pursuant to 5
U.S.C. 552, may be made available to a
Member of Congress or slaff acting
upon the Member's behalf when the
Member or staff requests the Informa-
tion on behalf of and at the request of
the individual who is the subject of
the record.

Routine uses of records maintained In the
system, including categories of users and
the purposes of such uses:

Release of information to the Na-
tional Archives and Records Service
(NARS): A record from a system of
records may be disclosed as a routine
use to NARS in records management
inspections conducted under the ait-
thority of 44 U.S.C. 2904 and 2906.

Policies and practices for storing, retriev-
ing, accessing, retaining, and disposing of
records in the system:

Storage:
The claim files utilize standard file

jackets .and are retained in standard
file cabinets; (2) the alphabetical and
numerical index cards, as well as the
docket cards, are retained in standard
file cabinets.

Retrievability-
The files and docket cards must be

retrieved by file number. The file
number can be ascertained from the
alphabetical index if the name of the
administrative claimant is known.

Safeguards:
Information contained in the system

Is unclassified. No personalized infor-
mation about a claim or claimant will
be given to anyone other than the
claimant, his attorney, or authorized
representative. Requests for such in-
formation will not be given by tele-
phone unless the caller can provide
sufficient information to identify him-
self as one authorized to receive per-
sonalized information. Nonpersonal or
generalized information will be given
to any requester. Information in the
system Is regarded as sensitive pursu-
ant to Department rules and proce-
dures. Department rules and proce-
dures are in force to insure that only
departmental attorneys and their au-
thorized agents have access to the in-
formation.

Retention and disposal-
When a claim file is closed by the

legal section, it is sent to the Federal
Records Center for retention in ac-
cordance with the authorized record
disposal schedule for the classification
of the case. Such schedules are ap-
proved by the National Archives. After
the designated period has passed, the
file is destroyed. However, the index
and docket cards are not purged and
are retained for as long as practicable.

System manager(s) and address:
Assistant Attorney General, Civil Di-

vision: U.S. Department of Justice,
10th and Constitution Avenue NW.,
Washington, D.C. 20530.

Notification procedure:
Address inquiries to Chief, Torts

Section, Civil Division, US. Depart-
ment of Justice, 10th and Constitution
Avenue NW., Washington, D.C. 20530.

Record access procedures:
A request for information concern-

Ing the swine flu administrative claims
of the Civil Division should be submit-
ted in writing, with the envelope and
letter clearly marked "Privacy Act Re-
quest". The request should include the
file number and/or names of any
claimants known to the requester. The
requester should also provide a return
address for transmitting the informa-
tion. Such access requests should be
submitted to the system manager
listed above. Requests may also be
made by telephone. In such cases the
caller will be referred to the attorney
of record. The attorney, in turn, may
require an official written request.

Contesting record procedures:.
Individuals desiring to contest or

amend Information maintained in the
system should direct their request to
the system manager listed above. The
request should clearly state what in-
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formation Is being contested, the rea-
sons for contesting it, and the pro-
posed amendment to the information
sought.

Record source categories:

All swine flu claimants are sources
of information. Such information is
either contained in the record materi-
al in the case files or has been extract-
ed from that record material and put
onto docket and index cards.

Systems exempted from certain provisions

of the act-

None.
CPR Doc. 78-23955 Filed 8-24-78; 8:45 am]

[4510-24]

DEPARTMENT OF LABOR

Bureau of Labor Statistics

BUSINESS RESEARCH ADVISORY COUNCIL'S
COMMITTEE ON MANPOWER AND EMPLOY-
MAENT

Meeting

The BRAC Committee on Manpower
and Employment will meet at 9:30
a.m., September 14, 1978, at the Gen-
eral Accounting Office Building, in
Room 2106, 441 G Street NW., Wash-
ington, D.C. The agenda fqr the meet-
ing is as follows:

I. The establishment survey (790 program):
(a) Review of current program.
(b) Possible program changes.
(c) Conceptual differences between 790

and CPS surveys.
2. Job vacancy program.
3. National Commission on Employment

and Unemployment Statistics:
(a) Summary of major issues and op-

tions presented to NCEUS in hearings
and meetings.

(b) Current information on feasibility
and cost of implementing above items.

This meeting is open to the public. It
is suggested that persons planning to
attend this meeting as observers coir-
tact Kenneth G. Van Auken, Execu-
tive Secretary, Business Research Ad-
visory Council, area code. 202-523-
1559.

Signed at Washington, D.C., this 22d
day of August 1978.

JANET L. NORWOOD,
Acting Commissioner of

Labor Statistics.
CFR Doc. 78-23984 Filed 8-24-78; 8:45 am]

NOTICES

[4510-30]

Employment and TrainIng Administration

EMPLOYMENT TRANSFER AND BUSINESS COM-
PETITION DETERMINATIONS UNDER THE
RURAL DEVELOPMENT ACT,

Applications'

The organizations listed in the ai-
tachment have applied to the Secre-
tary of Agriculture for financial assist-
ance in the form of grants, loans, or
loan guarantees in order to establish
or improve facilities at the locations
listed for the purposes given in the at-
tached list. The financial assistance
would be authorized by the consolidat-
ed Farm and Rural Development Act,
as amended, 7 U.S.C. 1924(b), 1932, or
1942(b).

The act requires the Secretary of
Labor to determine whether such Fed-
eral assistance is calculated to or is
likely to result in the transfer from
one area to another of any employ-
ment or business activity provided by
operations of the applicant. It is per-
missible to assist the establishment of
a new branch, affiliate or- subsidiary,
only if this will not result in increased
unemployment in the place of present
operations and there is no reason to
believe the new facility Is being estab-
lished with the intention of closing
down an operating facility.

The act also prohibits such assist-
ance if the Secretary of Labor deter-
mines that it is calculated to or is
likely to result in an increase in the
production of goods, materials, or com-
modities, or the availability of services
or facilities in the area, when there is
not sufficient demand for such goods,
materials, commodities, services, or fa-
cilities to employ the efficient.capacity
of existing competitive commercial or
industrial enterprises, unless such fi-
nancial or other assistance will not
have an adverse effect upon existing
competitive enterprises in the area.

The Secretary of Labor's review and
certification procedures are set forth
at 29 CFR Part 75. In determining
whether the applications should be ap-
proved or denied, the Secretary will
take into consideration the following
factors:

1. The overall employment and un-
employment situation in the local area
in which the proposed facility will be
located.

2. Employment trends in the same
industry in the local area.

3. The potential effect of the new fa-
cility upon the local labor market,
with particular emphasis upon its po-
tential impact upon competitive enter-
prises in the same area.

4. The competitive effect upon other
facilities in the same industry located
in other areas (where such competi-
tion is a factor).

5. In the case of applications Involv-
Ing the establishment of branch plants
or facilities, the potential effect of
such new facilities on other existing
plants or facilities operated by the ap-
plicant.

All persons wishing to bring to the
attention of the Secretary of Labor
any information pertinent to the de-
terminations which must be made re-
garding these applications are Invited
to submit such Information In writing
within two weeks of publication of this
notice to: Deputy Assistant Secretary
for Employment and Training, 601 D
Street NW., Washington, D.C. 20213.

Signed at Washington, D.C., this
21st day of August 1978.

ERNEST G. GnsRM,
Assistant Secretary for

Employment and Training.

APPLICATIONS RECEIVED DunRuo TH WFLI.
Erz1WWG AucusT 18, 1978

Name of applicant and location of enter-
prise and principal product or activity: D &
J Enterprises, Clearwater. Mitnn.-Retail
shopping center.

[FR Doc. 78-23785 Filed 8-24-78: 8:45 am]

[4510-30]
EMPLOYMENT OPPORTUNITIES PILOT

PROGRAM

Selection of Sponsoil

AGENCY: Employment and Training
Administration. Labor.

ACTION: Notice.

SUMMARY: This is an announcement
of .the welfare reform employment
demonstration program. The purpose
of this announcement Is to notify the
public of the selection of prime spon-
sors to operate the pilot projects to be
carried out under the program,

FOR FURTHER INFORMATION
CONTACT:

Jodie T. Allen, Special Assistant to
the Secretary for Welfare Reform,
U.S. Department of Labor, 200 Con-
stitution Avenue NW., Washington,
D.C. 20210, 202-523-9184.

SUPPLEMENTARY INFORMATION:

SITE SELECTION FOR THE MAPLOYLIENT
OPPORTU141TIES PILOT PROGRAMri

INTRODUCTION

The Secretary of Labor announces
his intention to begin negotiations
with the following prime sponsors
(under the Comprehensive Employ-
ment and Training Act) for the pur-
pose of securing agreements with
these sponsors to serve as the sites for
the employment opportunities pilot
program:
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PRIME SPONSORS SELECTED, SUBJECT TO
NEGOTIATIONS, AS SITES FOR THE EU-
PLOYISENT OPPORTUNITIES PILOT PRO-
GRAI

Lowell Consortium, Massachusetts,
Balance of Union County, N.J. (includ-
ing Elizabeth City), Pittsburgh, Pa.,
Mobile Consortium, Alabama, Balance
of State-North Carolina (part), East-
em Kentucky CEP (part), Columbus
Consortium, Ohio, Marathon County,
Wis.,.-Baton Rouge, La., Coastal Bend
Manpower Consortium, Texas, Bal-
ance of State-Missouri (part), Weld
County, Colo., Long Beach, Calif., and
Balance of State-Washington (part).

If the Department does not reach
satisfactory agreement with any of the
above named prime sponsors or if the
prime sponsors fail to fulfill the condi-
tions of the proposed planning grants,
the Secretary may choose to designate
an alternate prime sponsor to become
a pilot project site.

A description of the purposes of the-
pilot program and the site selection
process follows. A more detailed docu-
mentation of the site selection process,
including specific reasons for the se-
lection of each prime sponsor, is avail-
able for inspection in room 3402, 601 D
Street NW., Washington, D.C. 20213.

PURPOSES OF THE PILOT PROGRAM

The employment opportunities pilot
program is being conducted to prepare
for national implementation of the
jobs component of the program for
better jobs and income (PBJI), -the
President's proposal for welfare
reform. The President has requested
$200 million for fiscal year 1979 from
Congress for the purpose of imple-
menting the pilot program.

The intent of PBJI and the pilot
program is to assure, insofar as it is
possible, job opportunities to the eligi-
ble population. Primary earners in
families with children *ill be eligible
for subsidized job or training place-
ment and job search assistance. Child-
less couples and single persons may re-
ceive job search assistance. Approxi-
mately 35,000 jobs will be allocated.
The number of jobs allocated to each
site will be based upon the estimated
demand for jobs within the prime
sponsor area. The estimated demand
was calculated from a computerized
microsimulation model.

The pilot program will test the ef-
fects of the program on the labor
market, verify the accuracy of the
computer-based estimates of job
demand, study problems associated
with particular types of labor markets
including seasonality and the use of
migrant labor, and develop and pretest
administrative structures. These goals
influence the site selection process de-
scribed below.

NOTICES

In addition, the program will devel-
op and evaluate alternative methods
of creating employment and training
opportunities, evaluate the adequacy
of overhead allocations, test various
methods of improving private sector
placements, and develop management
information and program monitoring
systems.

Prime sponsors selected to partici-
pate in the pilot program will be re-
quired to verify eligibility of partici-
pants including those eligible under
PBJI, develop procedures for provid-
ing intensive Job search assistance,
and insure the creation of adequate
numbers of productive job and train-
ing opportunities.

Average wages paid to participants
will be determined by the Department
of Labor according to the area wage
index in the CETA program. All Job
participants will receive no less than
the minimum wage. Maximum allowa-
ble wages will also be established.
Prime sponsors will receive the aver-
age wage determined for the prime
sponsor plus a percentage of this wage
for overhead for each full-time equiva-
lent position. Prime sponsors may split
full-time equivalent positions in order
to provide part-time positions.

Within these constraints, prime
sponsors will have considerable discre-
tion to create jobs in the public or
nonprofit sectors and to fund institu-
tional or on-the-job training opportu-
nities with public or private organiza-
tions.

An extension research and evalua-
tion effort will be conducted in all the
demonstration sites.

SITE SELECTION PROCESS
The site selection process began with

a proposed funding level adequate to
support 50,000 job and training posi-
tions.

The purpose of the pilot program, as
described above, placed three kinds of
requirements on site selection.

1. The administrative structures In
each region must be tested.

2. Each site must be allocated
enough jobs to supply the estimated
demand.

3. Sites must be representative of
the predominant kinds of labor mar-
kets.

The site selection process involved
four separate phases. Each of the first
three phases was based on a different
set of criteria.

The fourth phase involved a combi-
nation of the criteria from the other
phases as well as other additional cri-
teria. Each of the three above require-
ments was addressed during one or
more of the phases.

The first phase criteria concentrated
on size and type of site and geographic
representation. The second phase fo-
cused on labor market and demogra-
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phle characteristics, the third on ad-
ministrative suitability given the ex-
perimental nature of the program, and
the fourth phase on the national rep-
resentativeness of various combina-
tions of sites.

PHASE I

During the first phase, Employment
and Training Administration (ETA)
personnel in conjunction with staff
from the Office of the Secrectary-se-
lected 138 prime sponsors based upon
the following criteria:

cRrrEaIA-PHAsE I

1. Geographic representativeness
and regional office involvement- At
least on site in each of the 10 Federal
regions was selected in order to insure
geographic representativeness and to
familiarize each regional offfice with
the new program.

2. Minimize the number of separate
sites. Given the intense evaluation and
survey efforts planed for the projects,
It was important to minimize the
number of regions wherein more than
one non-contiguous prime sponsor was
selected. Overall, It was not expected
that more than 15 separ'ate sites would
be chosen.

3. Regional job allocations. Each of
the Federal regions were allocated job
slots on the basis of the estimated re-
gional demand for the welfare reform
Jobs. If more than one site was as-
signed to a region, the number of jobs
allocated to the region was divided be-
tween the sites. Sites were chosen so
that the estimated demand for jobs
was between 50 and 130 percent of the
site's allocation. This amount of vari-
ation was necessary in order to satisfy
other parameters of site selection.

4. Type of site in each region- The
distribution of the welfare reform job
participants by place of residence was
estimated for each Federal region.
Place of residence was defined as:.
large SMSA1 (one of 98 largest)2 small
SMSA, and outside SMSA. For each
region a "type of site" was designated
consistent with the "place of resi-
dence" for a plurality of the job par-
ticipants. For example, in region L 30
percent of the job participants live in
large SMSA's, 39 percent in small
SMSA's and 31 percent outside
SMSA's. Because of plurality of the
job participants would reside in small
SMSA areas, the region was allocated
a small SMSA site.

In addition, two prime sponsors were
considered for regions 1I, IV, V, VI,
and IX. In region II where 70 percent
of the jobs will be taken by people

'SMSA-standard metropolitan statistical
area. SJSA's are used to Identify labor mar-
kets.

'Census data used for the microsimula-
tion model was only available for the 93
largest SMSA's.
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NOTICES

living within large SMSA's the possi-
bility of combining two smaller contig-
uous prime sponsors within a large
SMSA was considered as well as the
possibility of having one large prime
sponsor operate the pilot site. Both an
SMSA site and a non-SMSA site were
allocated to regions IV and V because
each of these'regions were estimated
to have more SMSA and more non-
SMSA job participants than any other
region.

Region VI was assigned two sites be-
cause the region encompasses two dis-
tinctly different geographic areas, the
South and the Southwest. During
phase I, the possibility for both a cen-
tral city and a suburban site was al-
lowed in region IX (the latter because
of the dominate residential pattern in
California).

5. Sites under investigation. Prime
sponsors currently under investigation
by the Department of Labor were ex-
cluded from consideration where the
investigation raised serious doubts
about the sponsors ability to develop a
program.

The following chart shows the re-
quired type of site and size of site by
region.

Ciiteria Applied-Phase I

DOL Job Size of site limitations-
region allocation

L ..............2.650 Smaller SMSAI (1,325 to 3,445
Jobs).

II ............. 5.750 Large SMSA* (2,875 to 7.475
Job.).

III ........... 4,750 Large SMSA (2,375 to 6.175
Jobs).

IV ............ 10.800 Large SMSA (1,620 to 8,986
jobs).

Outside SMSA (rural) (1,9.44
to 9,828 Jobs),

V ............. 9,850 Large SMSA (2,562 to 7.850)
Jobs outside SMSA.'*

VI ............6,700 SMSA (798 to 4,965 jobs).
Outside SMSA (940 to 5,335

jobs).
VII .......... 2,150 Outside SMSA (1.075 to 2,795

Jobs).
VIII ........ 1.400 Outside SM3SA (700 to 1,820

jobs).
IX ........... 5.450 Large S8SA (1.362 to 7.085

jobs).
X ............. 1.450 Out side SMSA (725 to 1.885

jobs).

Larger SN.SA's are one of the 98 largest,
"A memo describing the procedure for setting

size limitations in regions with multiple sites is in-
cluded in the detailed documentation.

PHASE II

During the second phase staff from
the Office of the Secretary attempted
to select 50 sites that were repersenta-
tive of their respective region in terms
of labor market and demographic
characteristics. The factors listed
below were selected because they are
thought to be those most important in
determining the demand for lower
wage public jobs. The use of these fac-
tors also indentify sites which are rep-
resentative of the region.

CRITERIA-PHASE II

Regional and demographic charac-
teristics:

1. Average wage level (1975 data).
2. Unemployment rate (1977 data).
3. Percent nonwhite (1977 data).
4. Percent of Spanish heritage (1970

data-U.S. Census definition).
5. Welfare benefit (1978 AFDC plus

food stamp guarantee).
6. Pecent poor (1970 and 1975 data).
Other factors:
7. Sites which are the center of a

labor of a labor market or which en-
compass an entire labor market were
strongly preferred. Diverse economies
were also preferred.

8. Preference was given to those sites
whose job estimate came closest to the
regional allocation.

9. Preference was given to sites
wherein a monthly reporting project is
to be operated by the Department of
Health, Education, and Welfare. The
monthly reporting project is testing
administrative features of welfare
reform. Part of the purpose of the
pilot program is to develop administra-
tive structures for welfare reform.
Thus it is necessary to have a site lo-
cated in a monthly reporting project
area to develop coordination between
the job program and the cash assist-
ance program.

10. Sites receiving large amounts of
funds (tier I) for the youth entitle-
ment project were excluded, since the
addition of an employment opportuni-
ties pilot program could overburden
the prime sponsor, causing both pro-
grams to suffer.

11. It was desirable to obtain a mix
of prime sponsor types (e.g., consortia,
balance of state).

12 Preference was given to prime
sponsors where it was known that
there are special features or character-
stics that the demonstration project
should examine, for example, seasonal
labor markets.

13. As previously stated each site
was to represent either a large SMSA,
small SMSA, or outside SMSA area
within its region In addition, the total
combination of sites was to include, if
possible, each of the following:. Large
Eastern city; large Southern city; rural
South; rural Appalachia; Iidwest city;
Sunbelt city; rural West; Western city
and suburb; and seasonal/migrant
labor.

In phase II, the above criteria were
used to compare each prime sponsor
against all other prime sponsors of the
type (e.g., large SMSA) within the
region. Consequently, comparisons
across regions as to the representative-
ness of sites are not valid. In some re-
gions, the phase I list of sites con-
tained several prime sponsors which
are very representative of the region.
In: these regions, stricter limits around
the quantitative criteria (e.g., unem-

ployment rate) were employed during
the screening process than was the
case in regions where fewer, less repre-
sentative sites appeared on the phase I
list. One or a combination of factors
could result in the inclusion or exclu-
sion of any particular prime sponsor.

PHASE III

In phase III, staff from the Office of
the Secretary as well as ETA staff met
with each ETA Regional Administra-
tor who identified those sites from
phase II recommendations which
wvould be most appropriate selections
for pilot sites given the experimental
nature of the program and other em-
ployment and training factors.

In a few regions, sites that had not
been recommended by the national
office during phase 1U were evaluated
to insure that sponsors with special
features were not overlooked and to
provide additional back-up sites where
necessary. Thus six sites which had
not been recommended in phase lI,
were recommended as potential sites
in phase IIl.

PHASE IV

Various combinatio'ns of sites which
were recommended during phase III
were analyzed as to their national rep-
resentativeness in phase IV. Prefer-
ence was given to combinations of sites
which require approximately 35,000
jobs. In addition preference was given
to sites which contained all or most of
the respective labor market. The site
combinations were evaluated (through
the use of weighted averages) accord-
ing to the following criteria:

CRITEIA-PHASE IV

1. The national unemployment rate
and a wide spread in rates to Include
high unemployment and low unem-
ployment areas.

2. The national average wage level
(for larger SMSA's and others) and a
wide spread in wages.

3. A wide spread in welfare benefits
and a mix of aid to families with de-
pendent children and aid to families
with dependent children and unem-
ployed fathers states.

4. The national nonwhite percentage
(for SMSA's and non-SMSA's).

5. The national Spanish percentage.
6. The metropolitan/nonmetropoli-

tan population distribution.
7. A mix of CETA prime sponsors by

type (e.g., consortium, balance of
state).

8. The total number of jobs.
The Department of Labor also in-

tends to conduct a controlled dis-
persed sample experiment in Philadel-
phia, Pa. Philadelphia was selected
from among the 10 largest cities which
characteristically have high propor-
tions of minorities, high unemploy-
ment rates, high percentages of poor
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famniies with children, and .large 'vel-
fare -populatfduns. PlhfladelPhia 'was se-
lected because its unemployment rate
is among the highest as is the percent
of minorities, percent of poor families
vdth children mind the percent on w'el-
fare. -Philadelphia -Also suffers -from
fiscal stress -and ifs representative ,of
the iD largest cities 'with respect to
average wage and welfare benefits.
FinI edtie xelectiDns -.were approved

bythe.SecretaryDf Labor.

'Signed: August 18,1978.

- RAY .MARSIAIJ,
Secretary of Labor.

[FR Doc -8-23786lea-'248/; &8.45nm'I

[4510-128]

'Office cof he Secretary

rXA-W -3301,]

ALBERTO,1NC., BALTIMORE, :MD.

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistafice

_In accordance -with section :223 of
the Trade Act f 1974, the Depart-
meat of 'abor 3herein Presents the re-
sults of TA-W-13301= Investigation re-
garding -cerffiation of eligibility 'to
apply for worker adjustment assist-
ance as prescribed in section 222 of the
Act

The investigation was Initiated ,on
March'-7, 1978, in response to a worker
petition receivedon P-e'bruary 21, 1978,
which -was filed by 'the Amalgamated
Clothing & Textile Workers Union on
behalf of 'vorkers 'and-former -workers
producing men's tailored clothing 'at
Alberto, Inc.,3Baltimore, Md.

During the course of the investiga-
tion, it 'was revealed that MAberto pro-

- duced inly mens dress coats and jack-
ets and IMennonite dress coats.

'The nutice Df investigation was -pub-
lished in -the 7EDEama -REzirsa on
March 17, 1978 X43 YR 11277). No
public hearing was requested and none
was held.

'The information upon 'which the de-
termination .was made was obtained
principally from rofficials of Alberto,
its customers. the U.S. International
Trade Commission, U.S. Department
of Commerce, industry mnalysts, and
Department files.

In order 'to make -an affirmative de-
termination andissue a certification of
eligibility to apply for adjustment 'as-
sistance, each 'of the 'group eligibility
requirements 'of section 222 of the
Trade Act of 1974 nust be met. With-
out regard to 'whether any of the
other criteria 1have been met the fol-
lowing ,criterion hasmot-been snet:

Increases in imports of articles like or di-
rectly competitive with those produced by
the firm or appropriate subdivision have
contributed importantly to the separations.

or .threat thereol. and 'to the absolute de-
cline insalesqor production.

. Alberto assembles men's tailored
made to measure dress coats and sport
coats and Wermonlte (religious sect)
dress coats 'for apparel manufacturers
and men's cugtom tailor shops on a
contract basis. The Department sur-
veyed Alberto's customers. Respon-
dents t4o the survey did 'not Import
men's apparel.

:CoNcLt Siori

Alter careful review of the facts ob-
tained in the nvestigation. I deter-
mine that all workers at Alberto, Inc.,
Baltimore. Wd. are denled eligibility to

,apply for adjustment assistance under
title II, chapter 2 of the Trade Act of
1974.

Signed at Washington. D.C., this
17th day of August 1978.

HARRY J. GuUr;,
Acting 'Director, Office of

Toreign Zconomic Research.
r Doe. 78-237997Flled'8-24-7'8: 8:45 am]

[4510-281

[TA-V-32471

ALTOONA.SHOE,INC. ALTOONA, PA.

Certificafion.*Regardin9 EIig'tbllity To Apply 'for
Woiker Adjustment ossstance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3247: Investigation re-
garding certiflcaUon of eligibility to
apply for worker adjustment assist-
ance as prescribedIn section 222,of the
Act.

The Investigation was initiated on
February 27, 1978. In response to a
worker petition received on 'February
7, 1978, which vas filed on behalf of
workers and former workers producing
ladies! casual shoes 't Altoona Shoe,
Inc., .Altoona, Pa.

The notice of investigation was pub-
lished in the FEDERAL RErsTER on
March 14, 1978 (43 FR 10648). No
public hearing was requested and none
was held.

The information upon which the de-
termination -was made was obtained
principally from officials of Altoona
Shoe, Inc., Its customers, the U.S De-
partment of Commerce. the U.S. Inter-
national Trade Commission. Industry
analysts, and Department files.

In order to make 'an affirmative de-
termination'ond Issue a certification of
eligibility to apply for adjustment as-
sistance, each of ',the -group eligibility
requirements of section -222 of the Act
must be mdt. It ls concluded that all of
the requirements have been met.

U.S. imports Lof women's and misses'
nonrubber footwear, -txluding athlet-
ic footwear, increased from 190."N mil-

lion pairs in 1975 to 195.5 imiionpais
In 1976. and then decreased to 18LE
million palm in 1977. The ratio *f im
ports to domeste'production emamined
virtually 'constant from 1975 to 197TE
and then increased from Idi) percent
In 1976 to 119.2percentin 1977.

A Department survey, -conducte
with customers who purchased shoes
produced by Altoona Shoe. Inc.. re-
vealed that 'customers increased in-
ports of ladies' casual shoes from 197
to 1976 and from 1976 to 1977. while
decreasing purchases from Altoonr
Shoe. Inc.

CoNcLUS"ON

After careful review of the facts ob-
tained In the investigation, I 'conclude
that Increases of Imports 'of article-
like or directly competitive with ladies
casual shoes produced by Altoona
Shoe, Inc.- Altoona. Pa. contributes
importantly to the decline in sales and
production and to the total or 'partia:
separation of workers at that frm Ir
accordance with the provisions of the
Act, I make the.foilowing certification

All workers at Altoana 'Shoe. 'IrAltoa-
ha. Pa. who became totally orp-rtIally sepa-
rated .fram employment on'orzfter June 10
1977 are eligible to apply for adjustment as
slmtance under title TI, thapter 2 of the
Trade Act of 1974. -

Signed at 'Washington, D.C. ths
17th day of August 1978.

HAEn Y 5, Gn ,
Acti gDirect o0OffzOce of

Foreign Economic Research.
R Dac.8-23860 Filed 8-24-78;-8:45"amj

(4510-28]

[TA-V.-34013

CHINO MINES DMSION ZF 1KENN-COTT
COPPER CORP., '-URLEY, 'L MEX,, SILVER
CITY, N. MEX. MINE

Certificatlon 'Regarding Efg'ibTfliy'o Apply for
Worker Adjustment Assistance

In accordance with -section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3401: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed In section 222 of the act.

The investigation was initiated on
March 22, 1978 in response to a worker
petition received on March 8, 1978
which was filed by the United Steel-
workers of America on behalf of work-
ers and former workers producing
copper ore and refined copper 'at the
Chino Wines Division 'of Kennecott
Copper Corp., Hurley, N. Mex.

The notice of Investigation was pub-
lished in the FEDERAL RE-rs'rxa on
April7, 1978 (43 FR 14775). No public
hearing was requested and none was
held.
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The information upon which the de-
termination was made was obtained
principally from officials of Kennecott
Copper Corp., Metals Week, Metal
Bulletin, American Metal Market, the
U.S. Department of the Interior, the
U.S. Department of Commerce, the
U.S. International Trade Commission,
Industry analysts and Department
files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-'
sistance, each of the group eligibility
requirements of section 222 of the act
must be met. It is concluded that all of
the requirements have been met.

U.S. imports of refined copper in-
creased from 147 thousand short tons
In 1975 to 384 thousand short tons in
1976 and 391 thousand short tons in
1977.

The ratio of imported refined copper
to domestic production increased from
8.6 percent in 1975 to 21.0 percent and
22.2 percent, respectively, in 1976 and
1977.

While imports of refined copper had
increased by 161 percent in 1976 com-
pared to 1975 and by 2 percent in 1977
compared to 1976, domestic demand
increased at only a fraction of those
rates. Inventory levels, of domestic and
Imported copper on consignment at
domestic refineries in December 1976
were 31.4 percent above December
1975 levels and 143.2 percent above
December 1974 levels. Kennecott and
other domestic producers of refined
copper lost substantial sales in 1977
because of the excessive inventories of
domestic and imported refined copper.

Imports of copper are affected by
the differential between the domestic
producers' price for copper and the
world price established by the LME
(London Metal Exchange). When the
LME price drops more than the esti-
mated transportation costs of 5-8
cents per pound below the domestic
producers' price, the demand for im-
ported copper increases. The yearly
average LME price for copper in 1977
was 10 cents below the yearly average
domestic producers' price. During May
and June 1977 the LME price was
almost 11 cents per pound below the
domestic producers' price and in July
and August 1977 the LME price was
almost 12 cents per pound below the
domestic producers' price. At the same
time, the abundant supply of copper
stocks in the forseeable future pro-
vides no reason for domestic consum-
ers of copper to maintain ties with do-
mestic producers for purposes of a
guarantee against copper shortages.
Consequently, in 1977, when many do-
mestic copper producers curtailed pro-
duction because of the depressed
market price for copper, imports of re-
fined copper increased.

NOTICES

Price pressure from imported copper
has reduced the ability to profitably
mine domestic ore and convert it to
copper concentrate and refined
copper. Industry sources state that the
weighted average production costs of
the lowest cost domestic copper mines
are 63 cents per pound. The weighted
average costs for the highest cost do-
mestic copper mines are $1.05 per
pound. .Thus, with a domestic market
price of 60 cents per pound, domestic
producers lose, on the average, 3 to 45
cents on each pound of copper they
choose to sell.

The Chino Mines Division's decision
to lay off workers in March 1978 was
based mainly on an attempt to mini-
mize losses which the company could
not avoid were it to run at normal pro-
duction levels at the current market
prices for copper.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports of articles
like or directly competitive with re-
fined copper produced by the Chino
Mines Division of Kennecott Copper
Corp., Hurley, N. Mex. including the
Silver city, N. Mex. mine contributed
importantly to the decline in sales and
to the total or partial separation of
workers of that division of the firm. In
accordance with the provisions of the
act, I make the following certification:

All workers of the Chino Mines Division
of Kennecott Copper Corp., Hurley, N. Mex.
including the Silver City, N. Mex. mine who
became totally or partially separated from
employment on or after March 1, 1978 are
eligible to apply for adjustment assistance
under Title II, Chapter 2 of the Trade Act
of 1974.

Signed at Washington, D.C. this
18th day of August 1978.

JAms F. TAYLOR,
Director, Office of Management,

Administration, and Planning.
[FR Doc. 78-23801 Filed 8-24-78; 8:45 am]

[4510-28]

[TA-W-3025]

CLEVELAND CAP SCREW, CLEVELAND, OHIO;
ATLANTA, GA.; CHICAGO, ILL; AND JEN-
KINTOWN, PA.

Determinations Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3025: Investigation regarding
certification of eligibility to apply for
workers adjustment assistance as pre-
scribed in section 222 of the act.

The investigation was initiated on
February 6, 1978 in response to a
worker petition received on January

23, 1978 which was filed on behalf of
workers and former workers produc-
ing, standard and nonstandard cap
screws at Cleveland Cap Screw, Cleve-
land, Ohio.

The notice of investigation was pub-
lished in the FEDMAL REGISTMI on
February 17, 1978 (43 FR 7064). No
public hearing was requested and none
was held.

The information upon which the de-
terminations were made was obtained
principally from officials of Cleveland
Cap Screw, Its customers, the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, Industry
analysts and Department files.

In order to make an affirmative de.
termination and Issue a certification of
eligibility to apply for adjustment as.
sistance, each of the group eligibility
requirements of section 222 of the act
must be met. With respect to workers
employed at the production facility In
Cleveland, without regard to whether
any of the other criteria have been
met, the following criterion has not
been met:
that a significant number or proportion of
the workers in the workers' firm, or an ap-
propriate subdivision thereof, have become
totally or partially separated, or are threat-
ened to become totally or partially separat-
ed.

The Department's investigation re-
vealed that the average number of
workers engaged in employment relat-
ed to the production of bolts increased
in 1977 compared to 1976. Employ.
ment of production workers Increased
during three of the four quarters of
1977. Workers formerly producing
standard fasteners at the Cleveland
plant were absorbed into production of
specialty items.

With respect to workers engaged in
employment related to the marketing
and warehousing of standard bolts, at
Cleveland Cap Screw facilities in At-
lanta, Ga.; Chicago, Ill.; and Jenkin-
town, Pa., all of the group eligibility
requirements of section 222 of the Act
have been met.

U.S. imports of standard bolts in-
creased both absolutely and relative to
domestic production from 1975 to 1976
and from 1976 to 1977. U.S. Imports of
standard bolts Increased absolutely
during the first quarter of 1978 com-
pared to the first quarter of 1977.

Several customers of Cleveland Cap
Screw who were surveyed increased
purchases of Imported standard fas-
teners while reducing purchases from
Cleveland Cap Screw. Reduced sales of
standard fasteners resulting from In-
creased import competition caused
Cleveland Cap Screw to terminate pro-
duction of standard fasteners In early
1978. The termination of production
of standard fasteners at the Cleveland
plant caused the closure of three re-
gional facilities of Cleveland Cap
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Screw devoted 'solely to The -sale and
distribution of standard fasteners.

CNCLo SIONS

After rareful review of the facts o'b-
tained in the investigation, I conclude
that ncreases of imports of articles
like ,or directly-competitive -with stand-
.-ard bolts 'produced at Cleveland Cap
Screw, ,Cleveland, Ohio contributed
importantly to the decline insales and
'production of standard fasteners and
to -the separatlon of workers engaged
n -employment related to the market-
ing and-warehousing of -such fasteners
from the -company's regional facilities.
In accordance with the provisions of
-the act, I make the following certifica-
tion:

IAl 'workers -employed 't the Atlanta, l0.
"Chicago. li; and Jenkintown, Pa. facilities
-of UlevelandCap Screw, who became totally
or part tally sepaated from employment on
or after Janary 1, 1978 are eligible to apply
for -adjustment wistance 'under Title II,
SCha'ter.2 zof the TradeAct of 1974.

I Trther deteihnine that -workers at
'Cleveland Cap Screw, 'Cleveland, Ohio
plant are denied -eligibility to apply for
adjustment assistance under Title II,
-Chapter 2 oaf theTrade Act of 1974.

'Signed at Washington, D.C., -this
18th day of August 1978.

JAmms -F. TAYLOR,
Director, Office of Management,

Admintstration, ndnc Planning
TFR Doc. 78-'23802 Filed '8-24-78:.'8:45 an

o4510-28]

[TA-WV-36861

FORMFLEXT-OUNDATIONS'INC., SADDLE
BROOK, -NJ.

.Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act f 1974, the Depart-
ment -of labor -herein presents the re-
sults of TA-W-3686: -nvestigation re-
,garding -certification of -efigibility to
apply for worker 'adjustment assist-
ance as prescribed in section 222 of the
act.

The investigation was initiated on
May '8, 1978, in response to a worker
'petition ,received :on April :2, 197S.
filed on behalf ,of workers and former
wxvorkers :Producing ladies' and girls'
brassieres and ladies' girdles.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on
Miay -26, 1978 :(43 F-R 22793). No public
hearing was requested and none was
held.

The information npon which the de-
termination was made was obtained
pfincipally fronm officials of Formflex
Foundations, 'Inc., and Department
files.

,NOTICES

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements f secton 222 of the act
must be met. Without regard to
whether nay of the thercriteria have
been" met, the fbflowing criterion has
not been met:
that a zignificant atumbnor proportion of
t.he vorker inudh-w orker ' firm or an np-
proprate subdi-ision '3f the firm hate
become totally or partlally separated. or are
threatened to 'become totaly or partially
separated.

Employment sit the Saddle Brook
plant increased in 1977 compared to
1976 and also-increased in the irst 4
months of 1978 'compared to the same
period In 1977.

Concuosrou

,After careful xeview, I ,determine
that all workers 'of Formflex Founda-
tions, Inc., Saddle Brook, N.J-. are
denied eligibility to 4pply for 2djust-
ment assistance under title IL -chapter
2 of the Trade.Actof 1974.

;Signed -at 'Washincton, D.C., this
17th-day of August 1978.

HAeayJ. -Gn-,ui.
_Acfin9gDirzctor. Di-ce of

Foreign Economic Research.
-EFR Dor.78-2303 1i'le .'8-24-48: 8:45 nra]

14510-28]

-TTA-W4.72 221

G. C ZARNAS &,CO., INC, BETHLEHEM, PA.

'Negative Determination 'Regarding EligIbilty
To Apply for Worker Adjustment Assistance

In accordance with section 223 -of
the Trade Art 'of 1974, the Depart-
ment -of Labor herein presents the re-
sults of TA-W-2722: nvestiLation re-
garding -certification of -eligibility to
-apply for worker adjustment'asistance
as prescribed in'section 222 of the Act.

Th investigation zwas inilated on
May16. 1978, in xesponse to a worker
petition received on April 27, 1978,
which was filed by the Painter's Dis-
trict Council 74D. 4 on 'ehalf of work-
ers and former workers providing in-
dustrial painting serrices at G. C.
Zarnas & Co.

The notice of Investigation was pub-
lished in the FimrDAL REISTR on
June 27.1978 43 FR 27923). 1No public
hearing was Tequested and none was
held.

The informationtpon which the de-
termination was made was obtained
prificipally from 'G. C. Zarmas & Co.
and Department files.

In order ta mnke an affirmative de-
termination and issue a certification of
eligibility to mpply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the Act

must be met. The 'Department has de-
termined that services are not "arti-
cles" within 'the meaning of section
222 of the Act, and the independent
firms for which the subject firm pro-
vrides services mnont be 'onsidered to
be the "workers" fir m."

The Department's investigation re-
vealed that G. C. -Zarnas & Co. is a
.New York corporation 'which provides
maintenance painting services for a
major steel company under a competi-
tively awarded contract. Workers at G.
C. Zarnas & Co. are engaged in provid-
ing painting services and do mnot pro-
duce an article within rthe meaning of
section 222(3) of the Act.

G. C. Zarnas -& Co. and its customer
have no controllim interest in one an-
other. All -orkers -engaged in provid-
ing maintenance Tpainting services at
G. C. Zarnas & Co. are employed by
that firm. All personnel action and
,payroll transactions are controlled by
G. C. Zarnas - Co. personnel. All em-
'loymnt benefits are provided and
maintained by G. C. Zarnas & Co.
Workers are not at anytime under em-
ployment or supervision by any cus-
tomers of 0. C. 2as Co. Thus. 0.1.
Zarnas must be considered -the -work-
ers" fTrm:"

CoNcrzsiorr
After 'careful review I determine

that all workers atG. C. arnas -&,Co.,
Bethlehem. Pa., are denied :eligibffity
'to apply for adjustment -assistance
under title IT. chapter 2 'of 'the Trade
Act~of 1974.

Signed at Washington, D.C., this
17th day of August 1978.

HARRY J. Gzau2=,
Actirgz iretor, Office of

Foreign Economic Research.
[FR Doc. 78-23804 Piled 6-24-8: 8:45 am]

[4510-28]
L[TA-W-3688]

GLORIA COAT CORP- MORRISTOWN,N.1.

-Cedification Regarding EligibiTity To Apply far
Worker -Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974. the Depart-
ment of Labor herein presents the re-
sults of TA-W-3688: Investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed in-section 222 of the
act.

The investigation w.-s initiated -on
May 8. 1978, in response to -a worker
petition on April 28, 1978, which was
filed by the International Ladies' Gar-
ment Workers Union on behalf of
workers and former workers producing
ladles' coats and raincoats at Gloria
Coat Corp., Morristown, N.J.
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The notice of investigation was pub-
lished in the FEDERAL REGISTER on
May 26, 1978 (43 FR 22793-5). No
public hearing was requested and none
was held.

The information upon which the de-
termination was made was obtained
principally from officials of Gloria
Coat Corp., Its customers (manufac-
turers), the U.S Department of Com-
merce, the U.S. International Trade
Commission, the National Cotton
Council of America, industry analysts,
and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the act
must be met. The investigation re-
vealed that all of the group require-
ments have been met.

Imports of women's, misses', and
children's coats and jackets increased
from 2,252,000 dozen in 1976 to
2,723,000 dozen in 1977. Imports de-
creased from 590,000 dozen to 572,000
dozen in the first quarter 6f 1978 com-
pared to the first quarter of 1977. The
ratio of imports to U.S. production in-
creased from 48.3 percent in 1976 to
54.9 percent in 1977.

The two customers representing the
majority of sales of Gloria Coat Corp.,
increased imports of ladies' coats and
raincoats and reduced orders with
Gloria Coat Corp. in 1977 and 1978.
Both of these customers (manufaitur-
ers) were certified by the Department
of Labor as eligible to apply for adjust-
ment assistance in 1978.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports of articles
like or directly competitive with ladies'
coats and raincoats produced at Gloria
Coat Corp., Morristown, N.J., contrib-
uted importantly to the declines in
sales and production and to the total
or partial separation of the workers of
that firm. In accordance with the pro-
visions of the act, I make the following
certification:

All workers of Gloria Coat Corp., Morris-
towni, N.J., who became totally or partially
separated from employment on or after
June 12, 1977 are eligible to apply for ad-
justment assistance under title II, chapter 2
of the Trade Act of 1974.

Signed at Washington, D.C., this
17th day of August 1978.

HARRY J. GLImaN,
Acting Director, Office of

Foreign Economic Research.
[FR Doc. 78-23805 Filed 8-24-78; 8:45 am]

NOTICES

[4510-28]

ETA-W-3028; TA-W-3029J

HANNA NICKEL MINING CO. AND HANNA
NICKEL SMELTING CO., RIDDLE, OREG.

Determinations Regarding Eligibility To Apply
for Worker Adjustf-ent Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3028 and TA-W-3029: Investi-
gations regarding elegibility to apply
for worker adjustment assistance as
prescribed in section 222 of the act.

The investigations were initiated on
February 6, 1978, in reponse to a
worker petition received on January
17, 1978, which was filed by the United
Steel workers of America on behalf of
workers and former workers producing
ferronickel ore at Hanna Nickel.
Mining Co., Riddle, Oreg., and on
behalf of workers and former workers
producing ferronickel pigs at Hanna
Nickel Smelting Co., Riddle, Oreg.
Production is fully intergrated be-
tween the two companies, which are
subsidiaries of the Hanna Mining Co.

The notice of investigation was pub-
lished in the FEDERmA REGISTER on
February 17, 1978 (43 FR 7064). No
public hearing was requested and none
was held.

The information upon which the de-
terminations were made was obtained
principally form the Hanna Mining
Co., the U.S. Departmnt of Com-
merce, the U.S. International Trade
Commission, the U.S. Department of
Interior, the American Metal Market,
industry analysts, and Department
files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the act
must be met. Without regard to
whether any of the other-criteria have
been met, the following criterion has
not been met with respect to workers
producing ferronickel or at Hanna
Nickel Mining Co.:

that a significant number or proportion of
the workers in the workers' firm, or an ap-
propriate subdivision thereof, have become
totally or partially separated, or are threat-
ened to become totally or partially separat-
ed.

The Department's investigation re-
vealed that the average number of
production workers engaged in em-
ployment related to the production of
ferronickel ore at the Hanna Nickel
Mining Co. increased 22.1 peEcent
from 1975 to 1976, increased 6.0 per-
cent from 1976 to 1977, and increased
5.7 percent during January through
May 1978 as compared to January
through May 1977. Weekly hours
worked by production workers were

not reduced at any time during this
period.

With respect to workers producing
ferronickel pigs, all of the group eligl-
bility requirements of section 222 of
the act have been met.

U.S. imports of nickel declined from
70,095 short tons in 1975 to 61,821
short tons in 1976, and then increased
to 82,782 short tons In 1977. The ratio
of Imports to domestic production de-
clined from 491.1 percent in 1975 to
474.0 percent in 1976 and then in-
creased to 674.0 percent in 1977.

Nickel producers worldwide have
been affected by a global glut of
nickel. Total world stocks are estimat-
ed at a level equal to 9 or 10 months of
world requirements. This vast surplus
has caused a decline in the price of
nickel. Imports of nickel increased to a
level nearly seven times greater than
domestic production in 1977, as domes-
tic consumers turned incresingly to
foreign sources. Consequently, Hanna
Nickel Smelting Co., which accounts
for the bulk of domestic nickel produc.
tion, experienced declining sales In
1977 and January 1978, necessitating
cutbacks in production and employ-
ment.

CONCLUSION

After careful review of the facts ob.
tained in the investigation, I conclude
that increases of Imports of articles
like or directly competitive with fer.
ronickel pigs produced by Hanna
Nickel Smelting Co., Riddle, Oreg.,
contributed importantly to the decline
in sales and production and to the sep-
aration of workers at that company,
In accordance with the provisions of
the Act, I make the following certifica.
tion:

All workers at Hanna Nickel Smelting Co.,
Riddle. Oreg., who became totally or par.
tially separated from employment on or
after January 1, 1977, and before February
27, 1978, are eligible to apply for adjustment
assistance under title 11, chapter 2 of the
Trade Act of 1974. Workers separated from
employment on or after February 27, 197t,
are denied eligibility.

I further determine that all workers
at Hanna Nickel Mining Co., Riddle,
Oreg., are denied eligibility to apply
for trade adjustment assistance under
title II, chapter 2 of the Trade Act of
1974.

Signed at Washington, D.C., thi'i
18th day of August 1978.

JAMES F. TAYLOR,
Director, Office of Management,

Administration, and Planning.
(FR Doc. 78-23806 Filed 8-24-78. 8:45 fem]
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[4510-z8]

[TA-W-3696]

INTERNATIONAL MILL SERVICE, INC.,
NEWPORT, ARK.

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3696: Investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed in section 222 of the
Act.

The investigation was initiated on
May 11, 1978 in response to a worker
petition received on May 1, 1978,
which was filed on behalf of all work-
ers of the Newport, Ark. facility of In-
ternational Mill Service, Inc., who re-
cover waste material from the steel
making process and produce scrap
metal.

The notice of investiagation was
published in the FEDERAL REGISTER On
May 30, 1978 (43 FR 23036). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from International Mill
Service, Inc. and Department files.

In order to make an affirmative de-
termination and issue a ertifcation of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met.

Without regard to whether any of
the other criteria have been met, the
following criterion has not been met:
that increased imports of articles like or di-
rectly competitive with those produced by
the firm or subd iisi6n contributed impor-
tantly to the-separations or threat thereof,
and to the absolute decrease in sales or pro-
ductidn.

International Mill Service (IMS) em-
ployees at the Newport facility are
under contract with Tennessee Forg-
ing Steel's Newport, Ark. plant. IMS
removes from the furnace area the
spillage (slag) produced in the steel-
making process. The slag is hauled by
IMS truck drivers to a work site pro-
vided by the mill, where it is dumped
and allowed to cool. The slag is pro-
cessed and scrap metal is reclaimed.
The scrap metal is returned to the fur-
nace and recycled into steel The slag
and scarp metal are owned by Tennes-
see Forging Steel There is no corpo-
rate relationship between Internation-
al Mill Service, Inc. and its customers.

International Mill Service is involved
in the production of scrap metal of
which imports are negligible. IMS is
under contract to Tennessee Forging's
Newport, Ark. plant for this special-
ized production of scrap metal. When

NOTICES

the Newport plant reduced Its output
of steel the need for production of
scrap metal declined accordingly. The
reduction in scrap metal production
was caused by decreased production of
steel at Tennessee Forging's Newport
plant.

CONCLUSION

After careful review, I determine
that all workers at the Newport, Ark.
facility of International Mill Service,
Inc. be denied eligibility to apply for
adjustment assistance under title II,
chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this
17th day of August 1978.

HARRY J. GIL=I;,
Acting Director, Office of

Foreign Economic Research.
[FR Doe. 78-23807 Filed 8-24-78 8:45 am]

[4510-28]

[TA-W-3480]

JARMEL FABRICS, INC., NEW YORK, N.Y.

Negative Determination Rogarding Eligibility
to Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3480: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in section 222 of the act.

The investigation was initiated on
April 6, 1978 in -response to a worker
petition received on March 24, 1978,
which was filed on behalf of workers
and former workers producing double
knit polyester fabric at Jarmel Fab-
rics, Inc., New York, N.Y.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on
April 25, 1978 (43 FR 17550). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from officials of Jarmel
Fabrics, Inc., its customers, the US.
Department of Commerce, the U.S. In-
ternational Trade Commission, indus-
try analysts and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the act
must be met. Without regard to
whether any of the other criteria have
been met the following criterion has
not been met:
that Increased imports of articles like or di-
rectly competitive with articles produced by
the firm or subdivision have contributed im-
portantly to the separations, or threat
thereof, and to the absolute decline In sales
or production.

38129

U.S. imports of manmade knit fabric
decreased from 83 million square yards
In 1975 to 67 million square yards in
1976 to 61.8 million square yards in
1977.

Customers surveyed reported no
Import purchases In 1976, 1977 or
1978.

CONCLUSION

After careful review I determine
that all workers of Jarmel Fabrics,
Inc.. New York. N.Y. are denied eligi-
bility to apply for adjustment assist-
ance under title IU, chapter 2 of the
Trade Act of 1974.

Signed at Washington, D.C.. this
17th day of August 1978.

HARRY J. Gaask¢, -
Acting director, Office of

Foreign Economic Research.
-[FR Doe. 78-23808 Filed 8-24-78; 8:45 am]

[4510-28]

[TA-W-34021

KENNECOIr REFINING CORP., BALTIMORE,
MD.

Certification Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of -

TA-V-3402: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed In section 222 of the Act.

The investigation was initiated on
March 22, 1978 in response to a worker
petition received on March 7, 1978
which was filed by the United Steel-
workers of America on behalf of work-
ers and former workers producing re-
fined copper at the Kennecott Refin-
ing Corp., Baltimore, Md.

The notice of investigation was pub-
lished In the FmmEx, REGISTER on
April 7, 1978 (43 FR 14775). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from officials of Kennecott
Refining Corp., Metals Week. Metal
Bulletin, American Metal Market, the
U.S. International Trade Commission.
the U.S. Department of Commerce,
the US. Department of Interior, in-
dustry analysts and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the Act
must be met. It is concluded that all of
the requirements have been met.

U.S. imports of refined copper in-
creased from 147,000 short tons in
1975 to 384,000 short tons in 1976 and
391,000 short tons in 1977.
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The ratio of imported refined copper
to domestic production increased from
8.6 percent in 1975 to 21.0 percent and
22.2 percent, respectively, in 1976 and
1977.

While imports of refined copper had
increased by 161 percent in 1976 com-
pared to 1975 and by 2 percent in 1977
compared to 1976, domestic demand
Increased at only a fraction of those
rates. Inventory levels of domestic and
imported copper on consignment at
domestic refineries in December 1976
were 31.4 percent above December
1975 levels and 143.2 percent above
December 1974 level. Kennecott and
other domestic producers of refined
copper lost substantial sales in 1977
because of the excessive inventories of
domestic and imported refined copper.

Imports of copper are affected by
the differential between the domestic
producers price for copper and the
price established by the LME (London
Metal Exchange). When the L1VIE
price drops, more than the estimated
transportation costs of 5-8 cents per
pound below the domestic producers
price, the demand for imported copper
increases. During May and June 1977,
the LME price was almost 11 cents per
pound below 'the domestic producers
price and in July and August 1977, the
LME price was almost 12 cents per
pound below the domestic producers
price. At the same time, the abundant
supply of copper stocks in the foresee-
able future provides no reason for do-
mestic consumers of copper to main-
tain ties with domestic producers for
purpose- of a guarantee against
copper shortages. Consequently in
1977, when many domestic copper pro-
ducers curtailed production because of
the depressed market price for copper,
imports of refined copper increased.

Price pressure from imported copper
has reduced the ability to profitably
mine domestic ore- and convert it to
copper concentrate and refined
copper. Industry sources state that the
weighted average production costs of
the lowest cost domestic copper mines
are 63 cents per pound. The weighted
average costs for the highest cost do-
mestic copper mines are $1.05 per
pound. Thus, with a domestic market
price of 60 cents per pound, domestic
producers lose, on the average, 3 to 45
cents on each pound of copper they
chose to sell.

The Kennecott Refining Corp.'s de-
cision to lay off workers beginning in
July 1977 was based mainly on an at-
tempt to minimize losses which the
company could not avoid were it to
run at normal production levels at the
current market prices for copper.

CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports of articles

like or directly competitive with re-
fined copper produced by the Kenne-
cott Refining Corp., Baltimore, Md.,
contributed importantly to the decline
in production and to the total or par-
tial separation of workers at that firm.
In accordance with the provisions of
the Act, I make the following certifica-
tion:

All workers at Kennecott Refining Corp.,
Baltimore, Md., who became totally or par-
tially separated from employment on or
after July 19, 1977 are eligible to apply for
adjustment assistance under title II, chap-
ter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

JAmEs F. TAYLOR,
Director, Office of Managemen4

Administration, and Planning,
[FR Doc. 78-23809 Filed 8-24-78; 8:45 am]

[4510-28]

ETA-W-34671

L & S. FASHiOt;S, INC., AAUTYVILLE, N.Y.

Certification Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3467: Investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed in section 222 of the
Act.

The investigation was initiated on
April 4, 1978, in response to a worker
petition received on March 27, 1978,
which was filed on behalf of workers
and former workers producing
women's coats at L. & S. Fashions,
Inc., Amityville; N.Y.

The notice of investigation was pub-
lished in the FEDEMAL REcisTzR on
'April 28, 1978 (43 FR 18360). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from L. & S. Fashions,
Inc., its customers, the National
Cotton Council of America, the U.S
Department of Commerce, the U.S. In-
ternational Trade Commission, indus-
try analysts, and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the Act
must be met. It is concluded that all of
the requirements have been met.

U.S. imports of women's and misses'
and children's coats and jackets in-
creased in 1975 to 1,517 thousand
dozen, increased in 1976 to 2,252 thou-
sand dozen, and increased in 1977 to
2,723 thousand dozen.

U.S. imports of women's, misses' and
children's raincoats increased in 1975
to 191 thousand dozen, increased in
1976 to 261 thousand dozen and de.
creased in 1977 to 242 thousand dozen.

The ratio of imports to domestic
production of women's, misses' and
children's coats and jackets Increased
in 1975 to 38.9 percent and increased
in 1976 to 57.5 percent. The ratio of
imports to domestic production of
women's, misses' and children's rain.
coats increased to 36.8 percent in 1975
and Increased to 50.4 percent in 1976.

A survey of the manufacturer which
contracts all of the production of L,. &
S. Fashions, Inc. revealed that the
manufacturer decreased orders from
L. & S. Fashions, Inc. and Increased
purchases of Imports In 1977 and 1978,

CO1CLUSIOu

After careful review of the facts ob.
tained in the investigation, I conclude
that increases of Imports like or direct-
ly competitive with women's coat.5 pro-
duced by L. & S. Fashions, Inc., Ami-
tyville, N.Y. contributed Importantly
to the total or partial separation of
workers at the plant. In accordance
with the provisions of the Act, I make
the following certification:

All workers at L. & S. rashilon, Inc., Anl.
tyvllle, N.Y. who became totally or partially
separated from employment on or after
March 21, 1977 are eligible to apply for ad.
justment assIstance under title 11, chapter 2
of the Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

JAM.Es F. TAYLOR,
Director, Office of Management,

Administration, and Planning,
[FP Doc. 78-23810 Filed 8-24-78, 8:45 am]

[4510-28]

[TA-W-3280

hMANUFACTURING GROUP, INC,
GrEEN$BORO, u.C.

Negative Dotorriination Regarding Eligibility
To Apply for Worker Adjustment Assistanco

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-V-3280: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in section 222 of the act.

The investigation was Initiated on
March 1, 1978 in response to a worker
petition received on February 21, 1978
which was filed on behalf of workers
and former workers producing tex:tur-
ized polyester yarn, at Manufacturing
Group, Inc, Greensboro, N.C.

The notice of investigation wag pub-
lished in the FsRn AL REzosmnt C-n
March 11, 1978 (43 FR 10649). No

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978

38130



NOTICES

public hearing was requested and none
was held.

The information upon which the de-
termination was made was obtained
principally from officials of Manufac-
turing Group Inc., its customers, the
American Textile Manufacturers Insti-
tute, the National Cotton Council, the
U.S. Department of Commerce, the
U.S. International Trade Commission,
industry analysts and Department
files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. With-
out regard to whether any of the
other criteria have been met, the fol-
lowing criterion has not been met.

that increases of imports of articles like or
directly competitive with articles produced
by the firm or subdivison have contributed
importantly to the separations, or threat
thereof, and to the absolute decline in sales
or production.

Manufacturing Group, Inc., Greens-
boro, N.C. produced texturized yarn.
The petition alleges that increased im-
ports of apparel adversely affected
production and employment at Manu-
facturing Group, Inc. Imported appar-
el cannot be considered to be like or
directly competitive with texturized
yarn. Imports of yarn must be consid-
ered in determining import injury to
workers producing texturized yarn.

The ratios of U.S. imports of all
yarns (spun and texturized) to domes-
tic production and consumption
reached a peak in the most recent 5-
year period at 3.2 percent in 1973.
Since 1973, the ratios have been 2 per-
cent or less.

The Department surveyed a sample
of Manufacturing Group's customers.
The survey results indicated that cus-
tomers which imported yarn also in-
creased purchases from the subject
firm in 1977 compared to 1976.

CONCLUSION

After careful review I determine
that all workers of Manufacturing
Group, Inc., Greensboro, N.C., are
denied eligibility to apply for adjust-
ment assistance under title I1, chapter
2 of the Trade Act of 1974.

Signed at Washington, D.C., this
17th day of August 1978.

HARRY J. GuzLAN,
Acting Director, Office of

Foreign Economic Research.
[FR Doe. 78-23811 Filed 8-24-78; 8:45 am]

[4510-28]

[TA-VI-3751]

MIAMI-INSPIRATION HOSPITAL INC., MIAMI,
ARIZ.

Negative Determination Regarding Eligibility
to Apply for Worker Adjustment Assistance

In accordance with section, 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3751: investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed in section 222 of the
act.

The investigation was initiated on
May 23, 1978 in response to a worker
petition received on May 8, 1978.
which was filed on behalf of workers
and former workers providing hospi-
tal, medical, and surgical services at
Miami-Inspiration Hospital, Miami,
Ariz.

The notice of Investigation was pub-
lished in the FDERAL REGiSTER on
June 6, 1978 (43 FR 24633). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from Miami-Inspiration
Hospital and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. The
Department has determined that ser-
vices are not "articles" within the
meaning of section 222 of the act and
that independent firms for which the
subject firm provides services cannot
be considered the "workers' firm."

Miami-Inspiration Hospital was
founded in July, 1965 and is Incorpo-
rated in Arizona. The hospital is not
affiliated with any other company.

Miami-Inspiration consists of a 54
bed hospital, a professional office
building and dormitory facilities. All
equipment in the hospital complex Is
owned by Miami-Inspiration Hospital,
Inc. Miami-Inspiration Hospital is en-
gaged in providing medical/surgical
services under the direction of physi-
cians and in accordance with state and
federal licensure and regulations.
Workers at the Miami-Inspiration
Hospital provide medical/surgical ser-
vices and do not produce an article
within the meaning so section 222(3)
of the act.

The majority of the patients at
Miami-Inspiration Hospital come from
the two copper mining companies in
the area. Miami-Inspiration Hospital
and the mining companies have no
controlling interest in each other.

All workers performing hospital,
medical, and surgical services are em-
ployed by Miami-Inspiration Hospital.

Inc. All personnel and payroll transac-
tions are controlled by the hospital.
All employment benefits are provided
and maintained by Miami-Inspiration
Hospital. Workers are not at any time
under the supervision of either of the
mining companies. Thus, Miami-Inspi-
ration Hospital must be considered the
"workers' firm."

CONCLUSION

After careful review, I determine
that all workers at Miami-Inspiration
Hospital. Inc., Miami, Ariz. be denied
eligibility to apply for adjustment as-
sistance under title II, chapter 2 of the
Trade Act of 1974.

Signed at Washington, D.C., this
17th day of August 1978.

HARRY J. Gxzmi;,
ActingDirector, Office of

Foreign Economic Research.
(Ft Dc. 78-23812 Filed-8-24-78; 8:45 am]

[4510-28]

ETA-%V-34951

HORACE T. POTTS STEEEL SERVICE CENTER
PHILADELPHIA, PA.

Negative Determination Regarding ElgIbIity
to Apply for Worker Adiustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3495: investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed in section 222 of the
Act.

The investigation was initiated on
April 11, 1978 in response to a worker
petition received on March 24, 1978
which was filed on behalf of all work-
ers engaged in the cutting, buying, and
selling of steel at Horace T. Potts
Steel Service, Philadelphia, Pa.

The notice of investigation was pub-
lished In the FDERAL REGISTER on
May 2, 1978 (43 FR 18791). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from officials of Horace T.
Potts Steel Service and Department
files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. The
Department has determined that ser-
vices are not "articles" within the
meaning of section 222 of the Act.

The Department's investigation re-
vealed that the Erie Avenue and D
Street facility of Horace T. Potts Steel
Service is a Steel center. It purchases
carbon steel, alloy steel, tool steel and
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stainless steel. It then sells these to
customers in the quantities and sizes
specified. Some items are sheared or
sawed to size while others are shipped
unaltered. Workers at the Erie Avenue
and D Street facility are engaged in
processing, shipping and distribution
activities and do not perform any pro-
duction functions.

CONCLUSIONS
After careful review, I determine

that all workers at the Erie Avenue
and D Street facility of Horace T.
Potts Steel Service Center, Philadel-
phia, Pa. are denied eligibility to apply
for adjustment assistance under title
II, chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C. this
17th day of August 1978.

HARRY J. GILAN,
Acting Director, Office of

Foreign Economic Research.
[FR Doc. 78-23813 Filed 8-24-78; 8:45 am]

[4510-28]

(TA-W-3794]

RENCO MANUFACTURING, INC., LONG
BRANCH, N.J.

Termination of Investigation

Pursuant to section 221 of-the Trade
Act of 1974, an investigation was initi-
ated on May 31, 1978, in response to a
worker petition which was filed on
behalf of all employees of Renco Man-
ufacturing, Inc., Long Branch, N.J.

The notice of investigation was pub-
lished .in the FEDERAL REGISTER on
June 20, 1978 (43 FR 40243). No public
hearing was requested and none ws.
held.

During the course of the investiga-
tion, it was established that all em-
ployees of Long Branch Manufactur-
ing, Long Branch, N.J., were previous-
ly certified eligible for adjustment as-
sistance benefits on November 23,
1977. (See notice of determination for
TA-W-2184.) Renco Manufacturing is
the successor firm of Long Branch
Manufacturing. Both firms produced
the same product for the same con-
tractor and occupied the same plant
and used principally the same group
of workers. All workers of Renco Man-
ufacturing are therefore eligible to
apply for benefits under the certifica-
tion issued for workers of Long
Branch Manufacturing.

The existing certification will expire
on November 23, 1979 unless terminat-
ed by the Secretary of Labor. Since
workers newly separated, totally or
partially, are covered by the existing
certification provided such separation
occurred on or after the impact date
(August 13, 1976), a new investigation
would serve no purpose. Consequently,
the investigation has been terminated.

NOTICES

Signed at Washington, D.C., this
17th day of August 1978.

HAROLD A. BRATT,
Acting Director, Office of

Trade AdJustment Assistance.
CFR Doec. 78-23814 Filed 8-24-78; 8:45 am]

[4510-28]

[TA-W-3740]

ROCKLAND WEAVING, BALTIMORE, MD.

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3740: Investigation regarding
certification of eligibility to apply for
worker adjustment' assistance as pre-
scribed in section 222 of the act.

The investigation was initiated on
May 18, 1978, in response to a worker
petition received on May 16, 1978,
which was filed on behalf of workers
and former workers producing grelge
goods and some synthetic cotton at
Rockland Weaving, Baltimore, Md.
The investigation revealed that the
workers produced cotton and synthetic
greige fabric.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on
June 13, 1978 (43 FR 25498). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from officials of Rockland
Industries, Inc., the American Textile
Manufacturers Institute, the National
Cotton Council of America, the U.S.
Department of Commerce, the U.S. In-
ternational Trade Commission, indus-
try analysts, and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. With-
out regard to whether any of the
other criteria have been met, the fol-
lowing criterion has not been met:
that increases of Imports of articles like or
directly. competitive with articles 'roduced
by the firm or appropriate subdivision have
contributed Importantly to the separations,
or threats thereof, and to the absolute de-
cline in sales or production.

U.S. imports of cotton greige fabric
decreased absolutely in 1977 compared
to 1976. The ratio of imports to domes-
tic production decreased in the first
three quarters of 1977 compared to
the same period in 1976.

U.S. imports of manmade fiber
greige fabric decreased in 1977 com-
pared to 1976. The ratio of imports to
domestic production has been less

than 1 percent each year from 1972
through 1976.

CONCLUSION

After careful review, I determine
that all workers of Rockland Weaving,
Balitimore, Md., are denied eligibility
to apply for adjustment assistance
under title II, chapter 2 of the Trade
Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

JAr&Es F. TAYLOR,
Director, Office of Management,

Administration, and Planning
[FR Doc. 78-23815 Filed 8-24-78; 8:45aunl

[4510-28]

ETA-W-3628]

ROSEMARY FASHION COAT CO., HOBOKEN,
N.J.

Certification Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3628: Investigation regarding
eligibility to apply for worker adjust-
ment assistance as prescribed In sec.
tion 222 of the Act.

The investigation was Initiated on
May 8, 1978, In response to a worker
petition received on April 28, 1978,
which was filed by the International
Ladies' Garment Workers Union on
behalf of workers and former workers
producing coats and raincoats at Rome-
mary Fashion Coat Co., Hoboken, N.J.
During the course of the Investigation
It was discovered that Rosemary Fash.
ion Coat Co. only produced ladies'
coats.

The notice of Investigation was pub-
lished in the FEDERAL REOISTER on
May 26, 1978 (43 FR 22793). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from officials of Rosemary
Fashion Coat Co, Its customers (manu-
facturers), the U.S. Department of
Commerce, the U.S. International
Trade Commission, the National
Cotton Council of America, Industry
analysts, and Department files.

In order to make an affirmative de-
termination and'issue a certification of
eligibility to apply for adjustment P-
sistance each of the group eligibility
requirements of section 222 of the Act
must be met. The Department's inves-
tigation revealed that all of th6 crite-
ria have been met.

U.S. imports of women's, misses',
and children's coat and Jackets In-
creased from 2,252 thousand dozen in
1976 to 2,723 thousand dozen in 1977.
Imports declined from 590 thousand
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dozen in the first quarter of 1977 to
572 thousand dozen in the first quar-
ter of 1978. The ratio of imports to do-
mestic production increased from 48.3
percent in 1976 to 54.9 percent in 1977.

The Department conducted a survey
of the principal manufacturers for
which Rosemary Fashion Coat Co.
worked in 1976 and 197-7. Manufactur-
ers that accounted for a majority of
sales in 1977 reduced purchases from
Rosemary Fashion Coat Co. in 1977
and 1978 and increased purchases of
imports in the fiscal year ending in
April 1978 as compared to the fiscal
year ending April 1977.

CONCLUSION
After careful review of the facts ob-

tained in the investigation, I conclude
that increased imports of articles like
or directly competitive with ladies'
coats produced at Rosemary Fashion
Coat Co., Hoboken, N.J., contributed
importantly to the decline in sales and
to the separation of workers at the
plant. In accordance with the provi-
sions of the Act, I make the following
certification:

All workers of Rosemary Fashion Coat
Co., Inc.. Hoboken.-N.J.. who became totally
or partially separated from employment on
or after September 1. 1977, are eligible to
apply for adjustment assistance under title
II, chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this,
17th day of August 1978.

HARRY J. GILzA.
Acting Director, Office of

Foreign Economic Research.
IFR Doe. 78-23816 Filed 8-24-78; 8:45 am]

[4510-281

CTA-W--35781

UNITED SPORTSWEAR, SOMERVILLE, MASS.

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3578: Investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed in section 222 of the
Act.

The investigation was initiated on
May 4, 1978, in response to a worker
petition received on April 28, 1978,
which was filed on behalf of workers
and former workers producing ladies'
sportswear at United Sportswear,
Sommerville, Mass.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on
May 23, 1978 (43 FR 22087). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained

principally from officials of United
Sportswear and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the Act
must be met. Without regard to
whether any of the other criteria have
been met, the following criterion has
not been met:
that sales or production, or both. of the
firm or subdivision have decreased absolute-
ly.

United Sportswear, a contract stitch-
er, produces ladies' sportswear for ap-
parel manufacturers. Primarily slacks
and skirts are produced.

Sales and production at United
Sportswear are equal. Production, in
terms of value, increased from 1976 to
1977 and in the first 5 months of 1978
compared to the same period In r977.
Production increased In each quarter
of 1977 and In the first quarter of 1978
when compared to the respective quar-
ter of the previous year.

Average employment at United
Sportswear increased from 1976 to
1977 and remained stable in the first 5
months of 1978 compared to the same
period in 1977.

CONCLUSION

After careful review I conclude that
all workers at United Sportswear,
Somerville, Mass., are denied ellgibil-
ity to apply for adjustment assistance
under title II. chapter 2 of the Trade
Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

JArass P. TAYLOR.
Director, Office of Management,

Administration, and Planning.
EFR Doc 78-23817 Filed 8-24-78 8:45 am]

[4510-28]

ITA-W-30491

UNITED STATES STEEL CORP., SUPPLY
DMSION, NEWARK, N.L

Notice of Negative Determination Regarding
Eligibility To Apply for Worker Adjustment
Assistance

'In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3049: Investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed In section 222 of the
Act.

The investigation was Initiated on
February 6, 1978. in response to a
worker petition received on January
16, 1978,which was filed by the United
Steelworkers of America on behalf of
all workers selling steel products at

38133

the United States Steel Service
Center, Newark, N.J.

The notice of investigation was pub-
lished In the FtmERAt REsSTR on
February 17, 1978 (43 FR 7064). No
public hearing was requested and none
was held.

The information upon which the de-
termination was made was obatained
principally from officials of the United
States Steel Corp., its customers, the
U.S. Department of Commerce, the
U.S. International Trade Commission,
Industry analysts, and Department
files.

In order to make an aff-rmative de-
termination and Isue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. With-
out regard to whether any of the
other criteria have been met the fol-
lowing criterion has not been met:
that ncreas of Imports of articles like or
directly competitive with articles produced
by the firm or subdivision have contributed
Importantly to the separations, or threat
thereof, and to the absolute decline in sales
or production.

The Department conducted a survey
of some customers of the Newark
Service Center. This survey revealed
that most of the responding customers
of the Newark Supply Division pur-
chased no imports in 1976 and none
purchased any imports In 1977 or in
the first 2 months of 1978.

CONCLUSIONS

After careful review I determine
that all workers of the United States
'Steel Corp., Supply Division, Newark,
N.J.. are denied eligibility to apply for
trade adjustment assistance under
title I, chapter 2 of the Trade Act of
1974.

Signed at Washington. D.C.. this
18th day of August 1978.

Jatxrs F. TAYLOR.
Director, Office of Management,

Administration and Planning
(FR Dc. 78-23818 Filed 8-24-78; 8:45 aml

[4510-281

ETA-W-3050]

UNITED STATES STEEL CORP, SU PMly
DIVISION, PITTSBURGH, PA.

Negative Determinalon Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3050: Investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed in section 222 of the
Act.
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The investigation was initiated- on
February 6, 1978, in response to a
worker petition received on January
16, 1978, which was filed by the United
Steelworkers of America on behalf of
all workers selling steel products at
the Steel Supply Division, Pittsburgh,
Pa., Service Center.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on
February 17, 1978 (43 FR 7064). No
public hearing was requested and none
was held.

The information upon which the de-
termination was made was obtained
principally from officials of the United
States Steel Corp., its customers, the
U.S. Department of Commerce, the
U.S. International Trade Commission,
Industry analysts, and Department
files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. With-
out regard to whether any of the
other criteria have been met the fol-
lowing criterion has not been met:
that increases of imports of articles like or
directly competitive with articles produced
by the firm or subdivision have contributed
Importantly to the separation, or threat
thereof, and to the absolute decline in sales
or production.

The Department of Labor conducted
a survey of some customers of the
Pittsburgh, Supply Division. This
survey revealed that these customers
purchased no imports from 1976 to
19717 and In the first quarter of 1978.

CONCLUSION

After careful review I determine
that all workers of the United States
Steel Corp., Steel Supply Division,
Pittsburgh, Pa., are denied eligibility
to apply for trade adjustment assist-
ance under Title II, Chapter 2 of the
Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

JAMIES F. TAYLOR,
Director, Office of Management

Administration, and Planning.-
FR Doc. 78-23819 Filed 8-24-78; 8:45 amj

[4510-28]

[TA-W-3090, 3091, 3133]

UNITED STATES STEEL CORP., CANISTEO DIS-
TnliCT, COLERAINE, MINN.; VIRGINIA-EVE-
LETH DISTRICT, VIRGINIA, MINN.; HIBBING-
CHISHOLMi DISTRICT, HIBBING, MINN.

Negative Determinations Regarding Eligibility
To Apply for Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-

NOTICES

sults of TA-W-3090, 3091, 3133: Inves-
tigations regarding certification of eli-
gibility to apply for worker adjust-
ment assistance as prescribed in sec-
tion 222 of the act.

Investigation TA-W-3090 was initiat-
ed on February 7, 1978, in response to
a worker petition received January 27,
1978, which was filed by the United
Steelworkers of America on behalf of
all workers engaged in the mining and
beneficiation of iron ore at the United
States Steel Corp., Canisteo District in
Coleraine, Minn.

The notice of investigation was pub-
lished in the FEDmAL REGISTER on
February 24, 1978 (43 FR 7744). No
public hearing was requested and none
was held.

Investigation TA-W-3091 was initiat-
ed on February 7, 1978, in response to
a worker petition received on January
26, 1978, which was filed by the United
Steelworkers of America on behalf of
all workers engaged in the mining and
benefication of iron ore at the United
States Steel Corp., Hibbing-Chisholm
District, in Hibbing, Minn.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on
February 24, 1978 (43 FR 7744). No
public hearing was requested and none
was held.

Investigation TA-W-3133 was initiat-
ed on February 15, 1978, in response to
a worker petition received on Febru-
ary 2, 1978, which was filed by the
United Steelworkers of America on
behalf of all workers engaged in the
mining and beneficiation of iron ore at
the United States Steel Corp., Virgin-
ia-Eveleth District, in Virginia, Minn.

The notice of investigation was pub-
lished on February 28, 1978 (43 FR
8209). No public hearing was requested
and none was held.

The information upon which these
determinations were made was ob-
tained principally from officials of the
United States Steel Corp., the U.S. De-
partment of Commerce, the U.S. Inter-
national Trade Commission, industry
analysts, and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. With-
out regard to whether any of the
other criteria have been met, the fol-
lowing criterion has not been met:

that increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations,
or threat thereof, and to the absolute de-
cline in sales or production,

Declines in employment and produc-
tion at the petitioning mines are a
result of the- depletion of the ore in
these mines. As the production of nat-
ural ore at these mines has declined,

United States Steel Corp. has In-
creased taconite production in the
area.

Imports of Iron ore, pellets, and
sinter declined absolutely In 1977 com-
pared to 1976. Although imports In
creased relative to domestic produc-
tion in 1977 this Is due primarily to a
strike within the domestic mining In-
dustry in 1977 which seriously affect-
ed domestic production.

CONCLUSION

After careful review I determine
that all workers of the following
United States Steel Corp. mining dis-
tricts: Canisteo District, Coleraine,
Minn.; Hibbing-Chisholm District,
Hibbing, Minn.; and VirgInia-Eveleth
District, Virginia, Minn.; are denied
eligibility to apply for adjustment as-
sistance under Title II, Chapter 2 of
the Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

JAIEs F. TAYLOR,
Director, Office of Management,

Administration, and Planning,
(FR Doc. 78-23820 Filed 8-24-78; 8:45 am]

[4510-28]

ETA-W-3530; TA-W-35311

VICTORY BEEF CO., INC., PATERSON, N.J.;
BORDENTOWN, N.J.

Negativo Dotermination Regarding EligIbillty
To Apply for WVaorr Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3530 and 3531: Investi-
gation regarding certification of eligi-
bility to apply for worker adjustment
assistance as prescribed in section 222
of the act.

The investigation was initiated on
April 18, 1978, in response to a worker
petition received on April 11, 1978,
which was filed on behalf of workers
and former workers slaughtering and
packaging meat at the Paterson, N.J.,
and Bordentown, N.J., plants of Victo-
ry Beef Co., Inc.

The notice of investigation was pub-
lished in the FEDERAL REGISTER on
May 2, 1978 (43 FR 18789). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from Victory Beef Co., Its
customers, the U.S. International
Trade Commission, the U.S. Depart-
ment of Agriculture, industry analysts,
and Department files.

In order to make an affirmative de-
termination and Issue a certification of
eligibility to apply for adjustment as
sistance, each of the group eligibility
requirements of section 222 of the
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Trade Act of 1974 must be met. With-
out regard, t6 whether any of the
other criteria have been met, the fol-
lowing criterion has not been met:
That increases of imports of articles like or
directly competitive with articles produced
by the firm or subdivision have contributed
importantly to the separations, or threat
thereof, and to the absolute decline In sales
or production.

Imports of table beef and veal in-
creased from 32 million pounds in 1976
to 44 million pounds in 1977. Imports
then decreased from 13 million pounds
in the first quarter of '1977 to 12 mil-
lion pounds in the first quarter of
1978.

The ratio of imports of table beef
and veal to domestic production in-
creased from 0.15 percent in 1976 to
0.21 percent in 1977. Imports of table
beef and veal did not exceed 0.29 per-
cent of domestic production in any
year from 1973 through 1977.

None of the customers of Victory
Beef who were surveyed purchased im-
ported veaL

CoxCLusio

After careful review, I determine
that workers of the Paterson, N.J., and
Bordentown, N.J., plants of Victory
Beef Co., Inc., are denied eligibility to
apply for adjustment assistance under
title II, chapter 2 of the Trade Act of
1974.

Signed 'at Washington, D.C., this
18th day of August 1978.

J~txs F. TAYLOR,
Director, Office of Management,

Admi nistration, and Planning.
EFR Doc. 78-23821 Filed 8-24-78-8:45 am]

[4510-28]

[TA-W-29181

WESTINGHOUSE ELECTRIC CORP., SMALL
MOTOR DIVISION, UMA, OHIO

Negfive Determination Regarding Eligibility To
Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-2918: Investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed in section 222 of the
act.

The investigation was initiated on
January 11, 1978, in response to a
worker petition received on December
30 1977, which was filed by the Inter-
national Union of Electrical, Radio &
Machine Workers on behalf of work-
ers and former workers producing
fractional horsepower a.c. motors at
the Lima, Ohio, plant of Westingh-
ouse's Small Motor Division.
-The notice of investigation was pub-

lished in the FEDERAL REGISTER on Jan-

uary 27, 1978 (43 FR 3776). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtaliied
principally from officials of the Wes-
tinghouse Electric Corp., and: Depart-
ment files.

In order to make ari affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the act
must be met. Without regard to
whether any of the other criteria have
been met, the following criterion has
not been met

that a significant number or porportlon of
the vorkers In the workers frim, or an ap-
propriate subdivision there of, have become
totally or partially sepauated, or are threat-
ened to become totally or partially separat-
ed.

In May 1977, Westinghouse an-
nounced that during 1978 and 1979 the
Small Motor Division would complete-
ly phase out the motor production line
at the Lima, Ohio, plant and would re-
locate these motor production activi-
ties at company plants in Juarez,
Mexico, and Union City, Ind.

The Department's investigation re-
vealed that employment of production
workers in the Small Motor Division
at the Lima plant increased steadily
from the second through the fourth
quarters of 1977. Monthly employ-
ment either remained stable or in-
creased from July 1977 through Feb-
ruary 1978. Employment in January-
February 1978 was higher than in the
same period of 1977. Furthermore,
there were no permanent layoffs from
March 1977 through February 1978.
Despite the announced plans to relo-
cate production decisions regarding
future layoffs have not been made.

CONCLUSION

After careful review, I determine
that workers of the Lima, Ohio, plant
of Westinghouse's Small Motor Divi-
sion are denied eligibility to apply for
adjustment assistance under title II,
chapter 2 of the Trade Act of 1974.

Signed at Washington D.C.. this
17th day of August 1978.

HAEl y J. Gnw.
Acting Director, Office of

Foreign Economic Research.
(FR Doe. 78-23822 Filed 8-24-78:8:45 am I

[4510-28]

(TA-W-30"51

WILBUR B. DRIVER, CO., 187S McCARTER
HIGHWAY, NEWARK, NJ..

Cerlificalion Regarding Eligi lity To Apply for
Worker Adjustmont Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor herein presents the re-
sults of TA-W-3065: Investigation re-
garding certification of eligibility to
apply for worker adjustment assist-
ance as prescribed in section 222 of the
act.

The investigation was initiated on
February 6, 1978, in response to a
worker petition received on January
13, 1978, which was filed by the United
Steelworkers of America on behalf of
workers and former workers producing
alloy strip and wire at Wilbur B.
Driver Co., Newark. NJ. The petition
Identified the workers' plant at 1875
McCarter Highway. The investigation
revealed that workers produced nickel
alloy wire.

The notice of investigation was pub-
lished In the FEDERAL RzmSTzR on
February 17, 1978 (43 FR 7064). No
public hearing was requested and none
was held.

The information upon which the de-
termination was made was obtained
principally from officials of Wilbur B.
Driver Co, its customers, the U.S. De-
partment of Commerce, the US. Inter-
national Trade Commission, industry
analysts, and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility
requirements of section 222 of the act
must be met. The investigation has re-
vealed that all of the requirements
have been met.

Evidence developed during the
course of the investigation revealed
that the Impact of imports of nickel
alloy wire in the domestic market has
been substantiaL U.S. imports of
nickel alloy wire increased absolutely
and relative to domestic production
and consumption in 1976 compared to
1975, and increased in 1977 compared
to 1976.

A survey of Wilbur B. Driver'S cus-
tomers indicated that some customers
have increased purchases of imported
nickel alloy wire and decreased pur-
chases from the subject firm during
the period 1975 through 1977.

CONCLUSION

After careful review of the facts ob-
tained in the investigation I conclude
that increases of imports of articles
like or directly competitive with nickel
alloy wire produced at the 1875
McCarter Highway plant of Wilbur B.
Driver Co.. Newark, NJ. contributed
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importantly to the declines in sales
and production and to the separations
of workers at that firm. In accordance
with the provisions of the act, I make
the following certification:

All workers engaged in employment relat-
ed to the production of nickel alloy wire at
the 1875 McCarter Highway, Newark, N.J.
plant of Wilbur B. Driver Co. who became
totally or partially separated from employ-
ment on or after January 9, 1977, are eligi-
ble tO apply for adjustment assistance under
title II, chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

JAMEs F. TAYLOR,
Director, Office of Managemen

Administration, and Planning.
[FR Doc. 78-23823 Filed 8-24-78; 8:45 am]

[4510-23]
(Secretary of Labor's Order i-781

DELEGATION OF AUTHORITY ON INTERNAL
LABOR-ANAGEMENT RELATIONS MATTERS

AUGUST 12, 1978.
1. Purpose. To delegate authority

and assign responsibility for adminis-
tering the Department's internal
labor-management relations program.

2. Directives affected. Secretary's
Order 13-72 Is canceled. The Employ-
ee Handbook and all other instruc-
tions and memoranda are superseded
to the extent that they are inconsist-
ent with the authority, delegated by
this order.

3. Authority of the Secretary. The
Secretary of Labor has the final au-
thority for internal labor-management
relations within the Department; such
authority, including that as discussed
particularly and delegated herein, also
includes, but is not limited to, the es-
tablishment of negotiation param-
eters.

4. Internal Labor-Management Rela-
tions Committee. There is hereby es-
tablished by this order within the De-
partment of Labor an Internal Labor-
Management Relations Committee.

a. Purpose. The purpose of the Com-
mittee shall be to advise on the devel-
opment and establishment of internal
labor-management policy and program
within the Department.

b. Membership. The membership of
the Committee shall. consist of the
deputy or his/her designee to each As-
sistant Secretary, the Solicitor of
Labor, the Commissioner of the
Bureau of Labor Statistics, and the
Deputy Under Secretary for Interna-
tional Affairs, and such other persons
as may be designated by the Assistant
Secretary for Administration and
Management. The Director, Office of
Labor-Management Relations, shall
serve as chairperson.

5. Delegation of authority and as-
signment of responsibility.

NOTICES

a. The Assistant Secretary for Ad-
ministration and Management is dele-
gated authority and assigned responsi-
bility for administering the Depart-
ment's internal labor-management re-
lations program, which shall be car-
ried out by the Director, Office of
Labor-Management Relations,
OASAM, who will be responsible for
its development, coordination, and
management and who is authorized to:

(1) Act as the Department's repre-
sentative in dealing with all unions
representing Depa-tment of Labor em-
ployees, except in dealings with the
National Union of Compliance Offi-
cers representing IJMSA employees,
which shall be the responsibility of
the Assistant Secretary for Labor-
Management Relations, coordinated
with the Director, Office of Labor-
Management Relations, OASAM.

(2)(a) Establish, in conjunction with
Agency heads, a management prepara-
tions committee and a management
negotiating team, reflecting the bar-
gaining units for which collective bar-
gaining agreements are to be negotiat-
ed; these committees and teams shall
actively participate with the Director
in preparation for and conduct of the
bargaining process. With respect to
the Labor-Management Services Ad-
ministration and the National Union
of Compliance Officers bargaining re-
lationship, the preparations commit-
tee and bargaining teams specified
herein shall be constituted by the
Labor-Management Services Adminis-
tration and they shall have on them a
member(s) from the Office of Labor-
Management Relations.

(b) Negotiate, sign, and administer
all collective bargaining agreements
covering Department of Labor employ-
ees, including any amendments, cor-
rections, alterations, substitutions
and/or changes thereto-except that
with respect to the -Labor-Manage-
ment Services Administration and the
National Union of Compliance Offi-
cers bargaining relationship, this au-
thority is delegated to the Labor-Man-
agement Services Administration-
and, as may be necessary, represent
the Department of Labor's position'on
all matters coming before the Federal
Service Impasses Panel or any succes-
sor agency.

(3) Act as final approving official on
all collective bargaining agreements
covering Department of Labor employ-
ees, including any amendments, cor-
rections, alterations, substitutions
and/or changes thereto, subject to ap-
plicable laws, Executive Order 11491,
as amended, existing published depart-
mental policies and regulations (unless
the Department has granted an excep-
tion to a policy or regulation), and reg-
ulations of other appropriate authori-
ties. Prior to final approval being
given to any of the foregoing instru-

ments, the Solicitor of Labor will
review the instrument(s) as to Its
(their) legal sufficiency.

(4) Establish, in consultation with
Agency heads and other appropriate
DOL executives, and represent the De-
partment of Labor's internal labor-
management positions on the appro-
priateness of bargaining unit, unfair
labor practice cases, and other formal
and informal proceedings on internal
labor-management matters before the
U.S. Civil Service Commission, the
Federal Labor Relations Council, and
the Federal Service Impasses Panel
and any successor agencies. In exercls-
ing such representational authority,
the Director (OLMR) shall utilize the
legal services of the Office of the So
licitor to represent the Department in
third party proceedings.

(5) Consult, as appropriate, with rec-
ognized unions representing Depart-
ment of Labor employees holding na-
tional consultation rights with the De-
partment of Labor, and consult with
the national headquarters of recog-
nized unions on departmentwide
issues.

(6) Issue, in consultation with
Agency heads and other appropriate
DOL executives, interpretations of all
collective bargaining agreements cov-
ering Department of Labor employees,
except as to the Labor-Management
Services Administration and the Na-
tional Union of Compliance Officers
agreement; this activity shall be per-
formed by the Labor-Management
Servicesv Administration in consulta-
tion with the Office of Labor-Manage-
ment Relations.

(7) Advise Agency heads on final-
step grievances arising from negotiat-
ed grievance procedures at the last
step prior to arbitration: determine
whether a dispute arising out of a col-
lective bargaining agreement covering
Department of Labor employees shall
be submitted to binding arbitration;
and establish and represent the De-
partment of Labor's position in arbi-
tration cases. In the case of the Labor-
Management Services Administration
and National Union of Compliance Of-
ficers Agreement, the Labor-Manage-
ment Services Administration and the
Office of Labor-Management Rela-
tions shall jointly (a) determine
whether a grievance shall be submit-
ted to binding arbitration and (b) es-
tablish and represent the Depart-
ment's position In arbitration cases. In
exercising such representational au.
thority, the Director (OLMR) shall
utilize the legal services of the Office
of the Solicitor to represent the De-
partment before arbitrators.

(8) Develop the Department's inter-
nal labor-management relations train
ing program and conduct it in conJunc-
tion with Agency/Regional labor rela-
tions officers and training personnel.
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(9) Evaluate management's internal
labor relations activities in the Agen-
cies and regions.

(10) Develop systems of intra-man-
agement consultation and communica-
tion on internal labor-management re-
lations matters providing, as necessary
and appropriate, assistance and advice
to managers and supervisors at all
levels of the Department..

(11) Provide training and functional
direction to persons designated to
handle internal labor-management re-
lations in each Agency of the Depart-
ment of Labor;, and

(12) Assist the Regional Administra-
tors-OASAM in designating person(s)
responsible for handling internal
labor-management matters, and pro-
vide training and functional direction
to persons so designated.

b. Agency Heads will be responsible
for implementing uniformly the inter-
nal labor-management relations pro-
gram based on the advice of the De-
partment's Internal Labor-Manage-
ment Relations Committee, exercising
responsibility for seeing that collective
bargaining agreements are observed;
assuring that supervisors and manag-
ers discharge their labor-management
responsibilities in the most construc-
tive manner possible; providing infor-
mation to the Office of Labor-Manage-
ment Relations on the nature of prob-
lem areas requiring policy or intdrpre-
tation, and proposals for consultation
and contract negotiations; and for par-
ticipation either directly, or indirectly
through their designees, with the
Office of Labor-Management Rela-
tions in the work of the Internal
Labor-Management Relations Com-
mittee and in other intra-management
consultations.

c. Regional Administrators-OASAM
will be responsible for overseeing in
their regions the operation of the in-
ternal labor-management relations
program of the-Department; for pro-
viding information to the Office of
Labor-Management Relations on the
nature of .field problem areas requir-
ing policy or interpretation, and pro-
posals for field consultation and con-
tract negotiation.

RAY MARSHALL,

Secretary ofLabor.
[FR Doc. 78-23983 Filed 8-24-78; 8:45 am]

[4510-28]

ETA-W-2940. 2940A, 2940B]

BLOOMSBURG MILLS, INC., LOCK HAVEN, PA.,
BLOOMSBURG, PA., ABBEVILLE, S.C.

Negative Determination Regarding Application
for FReconsideratjon

By letter postmarked July 28, 1978,
the International Vice President of
the United Textile Workers of Amer-
ica requested -administrative reconsid-

NOTICES

eration of the Department of Labor's
negative determination regarding eligi-
bility to apply for worker adjustment
assistance in the case of workers and
former workers of Bloomsburg Mills,
Inc., at its Lock Haven, Pa., plant,
Bloomsburg, P&, plant, and Abbeville,
S.C., plant. The determination was
published in the FEDERAI. REGsm on
July 7, 1978 (43 PR 29367).

Pursuant to 29 CFR 90.18(c), recon-
sideration may be granted under the
following circumstances:

(1) If It appears, on the basis of facts
not previously considered, that the de-
termination complained of was errone-
ous;

(2) If it appears that the determina-
tion complained of was based on a mis-
take in the determination of facts pre-
viously considered; or

(3) If, in the opinion of the Certify-
ing Officer, a misinterpretation of
facts or of the law justifies reconsider-
ation of the decision.

In his application the International
Vice President of the union stated
that imported apparel'contributed Im-
portantly to the separations of work-
ers engaged in the production of
fabric, namely, that imports of apparel
are directly competitive with the
fabric. The Department does not
agree. This issue has already been set-
tled by the court. In a case arising
under the Trade Expansion Act of
1962, United Shoe Workers vs. Bedell,
506 F. 2d 174, the United States Court
of Appeals for the District of Colum-
bia Circuit construed the term "like or
directly competitive." The issue in this
case was whether imported finished
women's shoes were like or directly
competitive with domestic components
of women's shoes, in this case shoe
counters (stiffeners which are placed
around the heel of the shoe).

The court traced the legislative his.
tory of the term in the Trade Expan-
sion Act and in prior trade agreements
legislatibn. The court concluded that a
shoe counter Is not likely or directly
competitive with a shoe. Similarly.
fabric is not like or directly competi-
tive with apparel.

CONCLUSION

After review of the application and
the investigative file, I conclude that
there has been no error or misinter-
pretation of fact or misinterpretation
of the law which would justify recon-
sideration of the Department of
Labor's prior decision. The application
is, therefore, denied.

Signed at Washington, D.C., this
18th day of August 1978.

HARRY J. Grr n,
ActingDirector, Office of

Foreign Economic Research.
[FR Doc. 78-23986 Filed 8-24-78; 8:45 am]
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[4510-28]

[TA-W-22381

EASTSIDE SPORTSWEAR, INC., PATERSON, N.J.

Revised Delerminatlon Regarding Eligibility To
Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor issued a Notice of Nega-
tive Determination on January 18,-
1978. which was published in the Fmn-
ERAL REGISTER on January 31, 1978 (43
FR 4135), regarding eligibility to apply
for adjustment assistance applicable
to former workers producing ladies
coats at Eastside Sportswear, Inc., Pa-
terson. N.J.

On the basis of additional informa-
tion provided by workers of Eastside
Sportswear, Inc., and on its own
motion, the Office of Trade Adjust-
ment Assistance agreed to reconsider
the denial and initiated a review inves-
tigation.

In order to make an affirmative de-
termination and Issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. It is
concluded that all requirements have
been met.

The original investigation had estab-
lished the fact that: Average employ-
ment of production workers had de-
creased 61.8 percent in the first quar-
ter of 1977, compared to the like
period in 1976, and had ceased com-
pletely by March 5, 1977; production
had decreased 57.1 percent during the
first quarter of 1977, compared to the
same quarter in 1976, and had ceased
in March 1977; and that imports of
women's, misses', and children's coats
and jackets increased absolutely and
relative to domestic production in
1976, compared to 1975, and increased
absolutely In the first 6 months of
1977, compared to the like period in
1976.

Eastslde Sportswear was a contrac-
tor producing ladies' coats under con-
tract from manufacturers. One manu-
facturer accounted for approximately
90 percent of Eastslde's production.
This manufacturer wholly owned an-
other company with which it shared
the same physical facilities. This sub-
sidiary, which sold to the same cus-
tomers, began to or-ler imported
ladies' coats during 1977 and by De-
cember of that year had imported a
substantial amount. In addition, it was
determined that Eastslde's principal
manufacturer experienced decreased
sales in 1977 compared to 1976. A
survey of 'customers of the manufac-
turer indicated that some customers
had switched to imports in 1977.
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CONCLUSION

After careful review of the facts ob-
tained in the investigation, I conclude
that increases of imports of articles
like or directly competitive with the
ladies' coats produced at Eastside
Sportswear, Inc., contributed impor-
tantly to the total or partial separa-.
tions of the workers of that firm. In
accordance with the provisions of the
Trade Act of 1974, I hereby issue the
following revised determination:

All workers at Eastside Sportswear, Inc.,
Paterson, N.J., engaged in employment re-
lated to the production of ladies' coats who
became totally or partially separated from
employment on or after November 6. 1976,
are eligible to apply for adjustment assist-
ance under Title II, Chapter 2, of the Trade
Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.'

HARRY J. GiL=A.N,
ActingDirector, Office of

Foreign Economic Research.
(FR Doe. 78-23987 Filed 8-24-78: 8:45 am]

[4510-28]

[TA-W-3193]

FRANK SALTZ & SONS, INC. PASSAIC, N.J.

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3193: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in section 222 of the act.

The investigation was initiated on
February 22, 1978, in respgnse to a
worker petition received on February
6, 1978, which was filed by the Amal-
gamated Clothing & Textile Workers
Union on behalf of workers and
former workers producing men's tai-
lored clothing at Frank Saltz & Sons,
Inc., Passaic, N.J. During the course of
the investigation it was established
that women's. tailored sportcoats are
also produced at the firm.

The Notice of Investigation was pub-
lished in the FEDERAL REGISTER on
March 3, 1978 (43 FR 8863). No public
hearing was requested and none was
held.

The Information upon which the de-
termination was made was obtained
principally from officials of Frank
Saltz & Sons, Inc., Its customers, the
U.S. Department of Commerce, the
U.S. International Trade Commission,
industry analysts, and Department
files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility
requirements of section-222 of the act

must be met. Without regard to
whether any of the other criteria have
been met, the following criterion has
not been met:

That a significant number or proportion
of the workers in the workers' firm, or an
appropriate subdivision thereof, have
become totally or partially separated, or are
threatened to become totally or partially
separated.

The workers of Frank Saltz & Sons
were certified as eligible to apply for
adjustment assistance on February 27,
1976 (TA-W-521). That certification
expired on February 27, 1978.

Average employment of production
workers at Frank Saltz & Sons in-
creased 13.8 percent in 1977 compared
to 1976. There were no layoffs and no
reduction in hours worked at the com-
pany since the expiration of the certi-
fication. Average employment in-
creased each month from February
through May 1978.

CONCLUSION

-After careful review I determine
that all workers of Frank Saltz &
Sons, Inc., Passaic, N.J., are denied eli-
gibility to apply for trade adjustment
assistance under Title 1!, Chapter 2, of
the Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

HARRY J. GILIAAN,
Acting Director, Office of

Foreign Economic Research.
[FR Doc. 78-23988 Filed 8-24-78; 8:45 am]

[4510-28]

[TA-W-28231

GEORGE'S MANUFACTURING CO., INC.,
BOSTON1, MASS.

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-2823: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in section 222 of the Act.

The investigation was initiated on
December 28, 1977, response to a
worker petition received on December
12, 1977, which was filed on behalf of
workers and former workers producing
women's dresses and sportswear at
George's Manufacturing Co., Inc.,
Boston Mass.

The notice of investigation was pub-
lished in the FEDAxL REGISTER on Jan-
uary 10, 1978 (43 FR 1554). No public
hearing was requested and none was
held.

The information upon which the de-
termination was made was obtained
principally from officials of George's
Manufacturing Co., Inc., its customers,

the U.S. Department of Commerce,
the National Cotton Council of Amer-
Ica, the U.S. International Trade Com-
mission, industry analysts, and De-
partment files.

In order to make an affirmative de-
termination and Issue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility
requirements of section 222 of the Act
must be met. Without regard to
whether any of the other criteria have
been met the following criterion has
not been met.

That increases of imports of article lilke
or directly competitive with articel3 pro-
duced by the firm or appropriate ubdivi-
sion have contributed Importantly to the
separations, or threats thereof, and to the
absolute decline In sales or production,

The Department's investigation re-
vealed that manufacturers which con-
tract orders with George's Manufac-
turing Co., Inc., do not purchase Im-
ported garments and do not employ
foreign contractors to produce the gar-
ments. During the periods In which
the manufacturers decreased orders
with George's Manufacturing Co,, Inc.,
they Increased orders with other do-
mestic firms.

CONCLUS1ON

After careful review I determine
that all workers at George's Manufac-
turing Co., Inc., Boston, Mass., are
denied eligibility to apply for adjust-
ment assistance under Title II, Chap-
ter 2, of Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

HARRY J. GILIAN,
Acting Director, Office of

Foreign Economic Research.
[FR Dc. 78-23989 Filed 8-24-78: 8:45 am]

[4510-28]

CTA-W-3120]

MOODY II, WALTHAM, MASS.

Negative Determination Regarding ElilibIllty
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor presents the results of
TA-W-3120: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre.
scribed in section 222 of the Act.

The investigation was Initiated on
February 13, 1978, in response to a
worker petition received on January
26, 1978, which was filed on behalf of
workers and former workers producing
samples of women's clothing at Moody
II, Waltham, Mass.

The notice of investigation Was pub.
lished in the FEDERAL REGISTER on
February 24, 1978 (43 FR 8208). No
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public hearing was requested and none
was held.

The information upon which the de-
termination was made was obtained
principally from officials of Moody II,
Puritan- Fashion Corp., and Depart-
ment files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 ofthe act
must be met. Without regard to
whether any of the other criteria have
been met, the following criterion has
not been met:

That increases of imports of articles like
or directly competitive with articles pro-
duced by the firm or subdivision have con-
tributed importantly to the separations, or
threat thereof, and to the absolute decline
in sales or production.

Moody II is a division of Puritan
Fashions which produces samples and
duplicates for the Verona and Forever
Young divisions of Puritan. Verona
and Forever Young produce ladies'
dresses (including pants suits). Due to
the seasonal nature of producing sam-
ples, the Moody II factory experiences
layoffs throughout the year.
The ratio of imports to domestic pro-

duction for ladies' dresses declined
from 1976 to 1977. The impact of im-
ports in the domestic market for
women's and misses' dresses has been
small and did not change appreciably
from 1975 to 1976 and from 1976 to
1977. From 1975 to 1976 the ratio of
imports to domestic production re-
mained constant at 4.5 percent while
imports increased by only 2.2 percent
in absolute terms. Imports fell by 11
percent in 1977 compared to 1976.

Industry analysts indicate that im-
ports of dress samples were negligible
from 1975 to 1977. Commercial draw-
ings of apparel or textile designs are
imported. However, such-items can not
be considered like or directly competi-
tive with dress samples.

CoNcLUSION

After careful review, I determine
that all workers at Moody II, Wal-
tham, Mass. are denied eligibility to
apply for adjustment assistance under
title II, chapter 2, fo the Trade Act of
1974.

Signed at Washington, D.C., 18th
day of August 1978.

HARRY J. GiumN,
Acting Director, Office of

Foreign Economic Research.
[FR, Doc. 78-23993 Filed 8-24-78; 8:45 am]

NOTICES

[4510-28]

ETA-WV-32641

RCA CORP., SOLID STATE DIVISION,
SOMERVILLE, N.J.

Notice of Negative Determination Regarding
Eligibility To Apply for Worker Adjustment

- Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3264: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in section 222 of the act.

The investigation was initiated on
February 27, 1978 in response to a
worker petition received on February
15, 1978 which was filed by the Inter-
national Union of Electrical, Radio
and Machine Workers on behalf of
workers and former workers producing
semiconductors at the Somerville, N.J.
plant of the RCA Corp., Solid State
Division. The Department's investiga-
tion revealed that approximately half
of the Somerville facility performs ad-
ministrative services for the Solid
State Division, while the other half is
engaged in research development and
pilot production activities. The Somer-
ville plant also housed a machine shop
which made dies, molds, and other
equipment for both the Somerville
plant and an overseas facility of RCA
Corp.

The Notice of Investigation was pub-
lished in the FEDERAL REcrsTER on
March 14, 1978 (43 FR 10648). No
public hearing was requested and none
was held.

The information upon which the de-
termination was made was obtained
principally from officials of RCA
Corp., its customers, the U.S. Depart-
ment of Commerce, the U.S. Interna-
tional Trade Commission, industry an-
alysts, and Department files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance each of the group eligibility
requirements of section 222 of the act
must be met. With respect to workers
engaged in research, development, and
pilot production, and workers in the
machine shop without regard to
whether any of the other criteria have
been met the following criterion has
not been met:
That increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations,
or threat thereof, and to the absolute de-
cline In sales or production.

On June 30, 1977 the Department of
Labor denied a petition for trade ad-
justment assistance on behalf of work-
ers and former workers at the Somer-

38139

vile, NJ. facility of the RCA Corp.,
Solid State Division (see TA-W-1662).

The Department concluded under
TA-W-1662 that- layoffs in the first
quarter of 1977 were attributable to
RCA transferring production of power
transistors for heart pacer units and
silicon-on.sapphire integrated circuits
from the Somerville, N.J. plant to
other domestic facilities.

Production workers at the Somer-
ville plant are employed in research,
development, and pilot production ac-
tivities. The Somerville plant does not
engage in volume production, but engi-
neers and designs new products for the
Solid State Division of RCA. When.
these new products are successfully
developed at Somerville, full scale pro-
duction Is commenced at other RCA
plants.

Layoffs of production workers since
the first quarter of 1977 at RCA's
Somerville, N.J. plant have occurred in
the machine shop. The machine shop
has historically performed support ac-
tivities for the Somerville facility and
for an RCA manufacturing plant in
Malaysia. The support activities for
the Malaysia plant included making
dies, molds, flxtures for transistors,
and modifying and repairing equip-
ment for use In manufacturing semi-
conductor devices. In November 1977,
an RCA plant in Taiwan began per-
forming the support activities for the
Malaysia plant, previously performed
by the Somerville machine shop. The.
workload for the machine shop in
Somerville, N.J. has been reduced due
to the loss of work generated from the
plant In Malaysia. The functions now
performed in Taiwan are solely for the
production of machinery and equip-
ment used to manufacture semicon-
ductors in Malaysia. The machinery
and equipment produced in Taiwan is
not imported into the United States
by RCA.

CoNcLUsIOx

After careful review, I determine
that production workers engaged in re-
search, development, and pilot produc-
tion activities and workers in the ma-
chine shop of the Somerville, N.J.
plant of RCA Corp. Solid State Divi-
sion be denied eligibility to apply for
adjustment assistance under title II,
chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

HAuRR J. G aNi ,
ActingDirector Office of

Foreign Economic Research.
[FR Doe. 78-23990 Filed 8-24-78; 8:45 sail
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[4510-281

[TA-W-3003]

SHARON STEEL CORP.rFARRELL, PA., PLANT,
FARRELL, PA.

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3003: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre-
scribed in section 222 of the act.

The investigation was initiated on
January 31, 1978, in response to a
worker petition received on January
10, 1978, which was filed by the United
Steelworkers of America on behalf of
all workers producing low and high
carbon strip and forging steel at the
Farrell, Pa., plant of the Sharon Steel
Corp.

The investigation revealed that the
correct name of the plant at which the
petitioning workers are employed is
the Farrell, Pa., plant of the Sharon
Steel Co., which is a subsidiary of
NVF, Inc. The investigation also re-
vealed that the plant only produces
the following products:

1. Carbon and alloy semi-finished
steel of forging quality.

2. Carbon hot and cold rolled sheet
and strip.

3. Alloy hot and cold rolled sheet
and strip.

4. Coated sheet.
The notice of investigation was pub-

lished in the FEDERAL REGISTR on
February 17, 1978 (43 FR 7067). No
public hearing was requested and none
was held.

The information upon which the de-
termination was made was obtained
principally from officials of the
Sharon Steel Corp., its customers, the
U.S. Department of Commerce, the
U.S. International Trade Commission,
industry analysts, and Department
files.

In order to make an affirmative de-
termination and issue a certification of
eligibility to apply for adjustment as-
sistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. With-
out regard to whether any -of the
other criteria have been met the fol-
lowing criterion has not been met with
regard to workers producing car'bon
and alloy semi-finished steel of forging
quality, alloy hot and cold rolled sheet
and strip and coated sheet.

That sales or production, or both, of such
firm or subdivision have decreased absolute-
ly.

Production of each of these products
increased in 1977 compared to 1976 in
both quantity and value. Sales of
these products were determined to be

NOTICES

equivalent to production data after
making adjustments for inventory
changes and changes in product mix.

It is further concluded that the fol-
lowing criterion has not been met with
regard to workers producing carbon
hot and cold rolled sheet and strip:

That increases of imports of articles like
or directly competitive with articles pro-
duced by such workers' firm or an appropri-
ate subdivision thereof contributed impor-
tantly to such total or partial separation, or
threat thereof, and to such decline in sales
or production.

The U.S. Department of Labor con-
ducted a survey of customers of the
Farrell, Pa., plant of the Sharon Steel
Co. that purchased carbon steel sheet
and strip in 1976 and 1977. Responses
from the survey indicated that be-
tween 1976 and 1977 most customers
either increased purchases from
Sharon Steel or those decreasing pur-
chases also decreased import pur-
chases.

It was further determined that de-
creases in production of carbon steel
sheet and strip between 1976 and 1977
were attributable to Sharon Steel
Corp. business decisions and was not
associated with competition from im-
ports.

CONCLUSION

After careful review, I determine
that all workers at the Sharon Steel
Corp., plant in Farrell, Pa., are denied
eligibility to apply for adjustment. as-
sistance under title II, chapter 2, of
the Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

HARRY J. G Iuu,
Acting Director, Office of

Foreign Economic Research.
EFR Doec. 78-23991 Filed 8-24-78; 8:45 am]

[4510-28]

[TA-W-3063]

UNITED STATES STEEL CORP., AMERICAN
BRIDGE DIVISION, AbABRIDGE, PA.

Revised Certification of Eligibility To Apply for
Worker Adjustment Assistance -

In accordance with section 223 of
the Trade Act of 1974, the Depart-
ment of Labor issued a certification of
eligibility to apply for adjustment as-
sistance on July 26, 1978, applicable to
workers and former workers producing
fabricated structural steel at the Am-
bridge, Pa., plant of the American-
Bridge Division of the United States
Steel Corp. The Notice of Certification
was published in the FEDmRL REGISTR
on August 1, 1978 (43 FR 33846).

At the request of the petitioner, a
further investigation was made by the
Director of the Office of Trade Ad-
justment Assistance. A review of the

case revealed that a significant
number of the workers were separated
from employment Immediately prior
to the impact date of July 31, 1977,
and were not covered by the certifica-
tion.

The Intent of the certification Is to
cover those workers at the Ambridge,
Pa., plant of the American Bridge Di.
vision of the United States Steel
Corp., who were affected by the de-
cline in the production of fabricated
structural steel related to Import com-
petition. The certification, therefore,
Is revised providing a new Impact date
of July 22, 1977.

The revised certification applicable
to TA-W-3063 is hereby Issued as fol-
lows:

All workers at the Ambridge, Pa., plant of
the American Bridge Division of the United
States Steel Corp., who became totally or
partially separated from employment on or
after July 22, 1977, are eligible to apply for
adjustment assistance under Title II, Chap-
ter 2, of the Trade Act of 1974.

Signed at Washington, D.C., this
18th day of August 1978.

HARRY J. GzILAn,
Acting Director, Office of

Foreign Economic Research,
[FR Dec. 78-23992 Filed 8-24-78; 8:45 am]

[4510-28]

ETA-W-3745]

RELATIVE INCREASES OF IMPORTS

Investigations Regarding Certifications of EligI-
bility To Apply for Worker Adjustmont As-
sistanco; Correction

In Federal Register Docket 78-15519
appearing at pages 24633 and 24634 in
the FEDERAL REGISTER of June 6, 1078,
line 4 of the appendix, Butte Knitting
Mills (workers), Walnut Ridge, Ariz,,
should be changed to read:

Lawrence Manufacturing Co. (workers),
Walnut Ridge, Ark.

Signed at Washington, D.C., this
11th day of August 1978.

HAROLD A. BRATr,
Acting Director, Office of Trade

Adjustment Assistance.
[FR Dec. 78-23985 Filed 8-24-78: 8:45 am]

[7590-01]

NUCLEAR REGULATORY
COMMISSION

Rogulatory Guido
Notico of Issuance and Availability

The Nuclear Regulatory Commission
has issued a guide In Its Regulatory
Guide Series. The series has been de-
veloped to describe and make available
to the public methods acceptable to
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the NRC staff of implementing specif-
ic parts of the Cdmmission's regula-
tions and, in some cases, to delineate
techniques used by the staff in evalua-
tiong specific problems or postulated
accidents and to provide guidance to
applicants concerning certain of the
information needed by the staff In its
review of applications for permits and
licenses.

Regulatory Guide 1.68, Revision 2,
"Initial -Test Programs for Water-
Cooled Nuclear Power Plants," Is a ge-
neric guide that describes the scope
and depth of initial test programs ac-
ceptable to the NRC staff for light-
water-cooled nuclear power plants. In-
cluded are three appendices that pro-
vide (A) representative listing of the
plant structurers, systems, and compo-
nents and the design features and per-
formance capability tests that should
be demonstrated, (B) information on

,inspections performed by the NRC
Office of Inspection and Enforcement,
and (C) guidance on preparation of
procedures -to conduct the tests. This
guide was revised as the result of
public comment and additional staff
review.

Separate, more specific guides are
developed to provide detailed guidance
in the conduct of initial test programs
for particular systems and are issued
in a series designated 1.68-M- Two of
these guides are now-available: Regu-
latory Guide 1,68.1, Revision 1, "Pre-
operational and Initial Startup Test-
ing of Feedwater and Condensate Sys-
tems for Boiling Water Rector Power
Plants," and Regulatory Guide 1.68.2,
Revision 1, "Initial Startup Test Pro-
gram to Demonstrate Remote Shut-
down Capability for Water-Cooled Nu-
clear Power P~ants."

Comments and suggestions In con-
nection with (1) items for inclusion in
guides currently being developed or (2)
improvements in all published guides
are encouraged at any time. Com-
ments should be sent to the Secretary
of the Commission, U.S. Nuclear Reg-
ulatory Commission, Washington, D.C.
20555, attention: Docketing and Serv-
ice Branch.

Regulatory guides are available for
inspection at the Commission's Public
Document Room, 1717 H Street NW.,
Washington, D.C. Requests for single
copies of'issued guides (which may be
reproduced) or for placement on an
automatic distribution list for single
copies of future guides in specific divi-
sion should be made in writing to the
U-S. Nuclear Regulatory Commission,
Washington, D.C. 20555, attention: Di-
rector of Technical Information and
Document Control. Telephone re-
quests cannot be accommodated. Reg-
ulatory guides are not copyrighted,
and Commission approval is not re-
quired to reproduce them.

(5 U.S.C. 552(a).)

NOTICES

Dated at Rockville, Md., this 17th
day of August 1978.

For the Nuclear Regulatory Com-
mission.

ROBET B. MLNOM
Director, Office of

StandardsfDeropmenL
EFR Doc. 78-23859 Filed 8-24-78; 8:45 am]

[7590-011
(Docket No. 50-289]

METROPOITAN EDISON CO., El AL

Issuance of Amendment to Fadlity Operating
Ucense

The U.S. Nuclear Regulatory Com-
mission (the Commission) has Issued
amendment No. 42 to facility operat-
ing license No. DPR-50, issued to Met-
ropolitan Edison Co., Jersey Central
Power & Light Co., and Pennsylvania
Electric Co. (the licensees), which re-
vised technical specifications for oper-
ation of the Three Mile Island Nuclear
Station, Unit No. 1 (the facility) locat-
ed In Dauphin County, Pa. The
amendment Is effective as of Its date
of issuance.

The amendment revises the technl-
cal specifications to change the
method of surveillance testing of the
reactor Internal vent valves.

The application for the amendment
complies with the standards and re-
quirements of the Atomic Energy Act
of 1954. as amended (the Act), and the
Commission's rules and regulations.
The CommissIon has made appropri-
ate findings as required by the Act and
the CommiIion's rules and regula-
tions In 10 CFR chapter 1, which are
set forth in the license amendment.
Prior public notice of this amendment
was not required since the amendment
does not involve a significant hazards
consideration.

The Commission has determined
that the issuance of this amendment
will not result In any significant envi-
ronmental Impact and that pursuant
to 10"CFR § 51.5(d)4) an environmen-
tal impact statement, or negative dec-
laration and environmental impact ap-
praisal need not be prepared in con-
nection with Issuance of this amend-
ment.

For further details with respect to
this action, see (1) the application for
amendment dated February 3, 1978. as
supplemented April 18, and July 7,
1978, (2) amendment No. 42 to license
No. DPR-50, and (3) the Commission's
related safety evaluation. All of these
items are available for public inspec-
tion at the Commission's Public Docu-
ment Room, 1717 H Street NW.,
Washington, D.C., and at the Govern-
ment Publications Section, State Li-
brary of Pennsylvania, Box 1601 (Edu-
cation Building), Harrisburg, Pa. A
copy of items (2) and (3) may be ob-

38141

taned upon request addressed to the
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555, Attention: Di-
rector, Division of Operating Reactors.

Dated at Bethesda, Md:, this 16th
day of August 1978.

For the Nuclear Regulatory Com-
mission.

ROBERT W. REID,
Chief, Operating Reactors

Branch No. 4, Division of Op-
erating Reactors.

[FR Dc. 78-23858 Filed 8-24-78; 845 am]

[3110-01]
OFFICE OF MANAGEMENT AND

BUDGET

CLEARANCE OF REPORTS7

List of Raquesis

The following is a list of requests for
clearance of reports intended for use
In collecting information from the
public received by the Office of Man-
agement and Budget on August 18.
1978 (44 U.S.C. 3509). The purpose of
publishing this list In the FsnamL
RzoxsTRs is to inform the public.

The list Includes the title of each re-
quest received; the name of the agency
sponsoring the proposed collection of
Information; the agency form
number(s), if applicable; the frequency
with which the informatioi is pro-
posed to be collected; and Indication of
who will be the respondents to the
proposed collection; the estimated
number of responses; the estimated
burden In reporting hours; and the
name of the reviewer or reviewing div-i-
slon or office.

Requests for extension which appear
to raise no significant issues are to be
approved after brief notice thru this
release.

Further information about the items
on this daily list may be obtained from
the Clearance Office, Office of Man-
agement and Budget. Washington,
D.C., 20503. 202-395-4529, or from the
reviewer listed.

NEw FORMS
DEPAP'.V'Z= OF AGRICIXUTEE

Food and Nutrition Service:
Application for Nutrition Education Dem-

onstration and Development Projects-
Grants. AD-623. annually, State educa-
tional agencies, Budget Review Division.
395-4775.

Residential Child Care Institution Survey.
single-time. 400 residential child care in-
stltutions-10 percent of universe. Office
of Federal Statistical Policy and Stand-
ard. 673-7956. "

Model Food Stamp Forms, on occasion.
240 food stamp applicants and State
agencies, Clearance Office, 395-372.

Forest Service:
Organization Management Assstance

Survey, on occasion. 6,000 a sampling of
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50 percent or more SF agency employ-
ees, vol., Clearance Office, 395-3772.

DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE

Public Health Service:
Master Facility Inventory-Complement

Survey. on occasion, 300 health facilities
In area prob. sample and not listed in
MFI, Clearance Office, 395-3772.

Health Resources Administration:
Survey of Dental Benefit Plans, 1978,

single-time, 8350 underwriters of dental
Insurance and administration of dental
benefit plan, Office of Federal Statisti-
cal Policy and Standard, 673-7956.

REVISIONS

DEPARTMENT OF ENERGY

Annual Report for Public Utilities and Li-
censees (class C and D), FPC-i-F. annu-
ally, jurisdictional class C and D public
electric utilities, 12 responses, 498 hours.
C. Louis Klncannon, 395-3211.

U.S. CIVIL SERVICE COMMISSION

Personnel Research Questionnaire 78-6,
CSC 1339 and 1339A, on occasion, appli-
cants for Federal employment, 100,000
responses, 16,667 hours, Laverne V. Col-
lins, 395-3214.

DEPARTMENT OF ENERGY

Annual Report for Licensees for Privately
Owned Major Projects (Utility and Indus-
trial), FPC-9, annually, major privately
owned hydro-electric licensees, 600 re-
sponses, 16;800 hours, C. Louis Kincan-
non, 395-3211.

Annual Report for Electric Utilities, Licens-
ees and Others (class A and B), FPC-1, an-
nually, jurisdictional class A and B public
electric utilities, 289 responses, 414,282
hours, C. Louis Kincannon, 395-3211.

DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE

Health Care Financing Administration
(Medicare):

Determining Level of Care Required by
Patient in Skilled Nursing Facility,
HCFA-1922, on occasion, profit and non-
profit direct dealing skill nursing facili-
ties, 25,000 responses, 6,250 hours, Clear-'
ance Office, 395-3772.

Professional Standards Review Organiza-
tion Routine Federal Reporting Re-
quirements, HCFA-111; 112,121; 122,131;
135,141; and 142J, quarterly, Funded
Cond. PSRO's and Stay Hosp. Dele.
PSRO Rev. Respon., 13,200 responses,
68,000 hours, Human Res6urces Divi-
sion, Richard Eisinger, 395-3532.

Office of Human Development, National
Day Care Home Study: Caregiver and
Parent Interview Instruments, on occa-
sion, family day care providers and day
care consumers, 1,500 responses, 2,135
hours, Office of Federal Statistical Policy
and Standard, 673-7956.

DEPARTMENT OF LABOR

Employment Standards Administration,
Certification by School Official, CM-981,
on occasion, school officials, 1,000 re-
sponses, 250 hours, Clearance Office, 395-
3772.

EXTENSIONS

DEPARTMENT OF AGRICULTURE

Food and Nutrition Service, Monthly
Report of the Special Supplemental Food
Program for Women. Infants, FNS-187.
monthly. State agencies, 804 responses,
402 hours, Ellett, C. A., 395-6132.

DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE

National Institutes of Health. Effects of
Contraceptive Steroids on Blood Pres-
sure-Southeastern Georgia Study, single
time, contraceptive steriods on blood pres-
sure, 13,200 responses, 6,600 hours, Clear-
ance Office, 395-3772.

DEPARTMENT OF HOUSING AND URBAN
DEVELOPMENT

Housing Production and Mortgage Credit
Construction Complaint and Covering
Letter by Owner, FHA-2556, on occasion.
homeowners of new homes, 16,000 re-
sponses, 4,000 hours, Clearance Office,
395-3772.

DEPARTMENT OF THE INTERIOR

Bureau of Mines:
Natural Sodium Compounds, 6-1234-MA,

monthly, producer of natural sodium
compounds, 106 responses, 80 hours,
Office of Federal Statistical Policy and
Standard, 673-7956.

Crude Iodine-Production, Consumption,
and Stocks, 6-1297-A, annually, produc-
ers and consumers, 44 responses, 22
hours, Office of Federal Statistical
Policy and Standard, 673-7956.

Lime (Production). 6-1221-M, monthly,
producers of lime, 2,196 responses, 1,098
hours, Office of Federal Statistical
Policy and Standard, 673-7956.

Strontium, 6-1197-A, annually, producers,
28 responses, 21 hours, Office of Federal
Statistical Policy and Standard, 673-
7956. "

DAVID R. IuTHoLD,
Budget and Management Officer.

[FR Doc. 78-24027 Filed 8-24-78; 8:45 am]

[3190-01]

were directed to provide for certain amounts
of footwear from the Republic of China and
the Republic of Korea subject to restraints
to be entered In excess of the restraint level,
as provided for In paragraph (g) of headnote
3 of Subpart A, part 2 of the Tariff Sched-
ules of the United States, Also pursuant to
that authority, the same amount that was
carried forward in each category was to be
subtracted from that category In the second
restraint year.

Since the total amount provided in those
letters to be entered In excess of the quota
was not entered in the first restraint year,
the amount by which the second restraint
year quota is reduced should be the absolute
amount entered which exceeded the first re-
straint year quota, as provided in headnote
3, paragraph (g).

Therefore, pursuant to paragraph (6) of
Proclamation No. 4510 of June 22, 1977 the
letters to you of March 20 and March 30.
1978 are amended as follows:
Letter of March 20, second paragraph:

"Accordingly, pursuant to operative para-
graph (6) of Proclamation No. 4510, of June
22, 1977, you are hereby requested to in.
crease the first-year restraint level applica.
ble to non-rubber footwear imports entering
under TSUS Item Nos. 923.90, 923,91, and
923.92 by six percent, and to decrease the
restraint levels applicable to each of those
TSUS categories In the second restraint
year by the absolute amount by which the
category was exceeded In the first restraint
year."
Letter of March 30, second sentence of
second paragraph:

"Yoii are further requested to decrease
the restraint levels applicable to each cate.
gory during the succeeding restraint year by
the absolute amount by Which the level in
that category Is exceeded In the first re-
straint year."

This amendment is effective August 25,
1978.

Sincerely,
ROBEnT S. STRAUss.

RICHARD RivERs,
General Counsel.

(FR Doc. 78-23767 Filed 8-24-78; 8:45 am]

OFFICE OF THE SPECIAL REPRESENT- [8010-01]
ATIVE FOR TRADE NEGOTIATIONS SECURITIES AND EXCHANGE

COMMISSION
ORDERLY MARKETING AGREEMENTS WITH

REPUBLICS OF CHINA AND KOREA

The following letter, concerning ad-
ministration of the orderly marketing
agreement with the Republic of China
and the Republic of Korea, has been
sent to the Commissioner of Customs:

OFFICE OF THE SPECIAL REPRESENTATIVE
FOR TRADE NEGOTIATIONS,

EXECUTIVE OFFICE OF THE PRESIDENT.

Washington, D.C., August 8, 1978.
Hon. ROBERT CHASEN,
Commissioner, U.S. Customs Servic= De-

partment of the Treasury, Washington,
D.C.

DEAR Mr. ComLussioNER: By letters of
March 20, 1978 and March 30, 1978,1 you

'See 43 FR 12770, Mar. 27, 1978 and 43 FR
14367, Apr. 5, 1978.

[File No. 81-335; Administrative Proceeding
File No, 3-55101

BURDOX, INC.

Application and Opportunity for HearIng

AUGUST 17, 1978.
Notice is hereby given that Burdox,

Inc. ("Applicant") has filed an applica-
tion pursuant to section 12(h) of the
Securities Exchange Act of 1934, as
amended (the "1934 Act") for an order
exempting Applicant from the provi-
sions of sections 13 and 15(d) of that
Act.

The application states, In part:

1. The Applicant became subject to the
periodic reporting requirements of section
15(d) of the 1934 Act for Its common stock
in 1973.

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978

38142



NOTICES

2. Applicant's registration under section
12(g) of the 1934 Act, effective in 1967, was
terminated as of May 16, 1978.

3. Gas Accumulator Corp. acquired 98.4
percent of Applicant's common stock pursu-
ant to a tender offer which expired on Janu-
ary 20, 1978.

4. On April 27, 1978 a merger was consum-
mated whereby the Applicant became
wholly-owned by Gas Accumulator Corp.

As a result of the merger, Gas Accu-
mulator Corp. owns the entire equity
interest in the Applicant. All of the
common stock outstanding prior to
the merger has been canceled.

In the absence of an exemption, Ap-
plicant would be required to file a
report on form 10-K for the period
ended February 28, 1978. Applicant be-
lieves that its request for an order
exempting it from the provisions of
sections 13 and 15(d) of the Act is ap-
propriate in view of the facts that it is
now a wholly-owned subsidiary and it.
has no publicly held securities, It
would be unduly burdensome to the
management and employees, it would
be unnecessarily time consuming and
expensive, and it would not appear to
serve the public interest or provide for
the protection of investors.

For a more detailed statement of the
information presented, all persons are
xeferred to the application which may
be examined at the Commission's
Public Reference Section, 1100 L
Street NW., Washington, D.C. 20549.

Notice is further given that any in-
terested person, not later than Sept.
11, 1978 may submit to the Commis-
sion in writing his view or any substan-
tial facts bearing on this application or
the desirability of a hearing thereon.
Any such communication or request
should be addressed to Secretary, Se-
curities and Exchange Commission,
500 North Capitol Street, Washington,
D.C. 20549, and should state briefly
the nature of the interest of the
person submitting such information or
requesting the hearing, the reason for
su6h request, and the issues of fact
and law raised by the application
which he desires to controvert. Per-
sons who request a hearing or advice
as to whether a hearing is, ordered will
receive any notices and orders issued
in this matter, including the date of
the hearing (if ordered) and any post-
ponements thereof. At any time after
said date, an order granting the appli-
cation may be issued upon request or
upon the Commission's own motion.

For the Commission, by the Division
of Corporation Finance, pursuant' to
delegated authority.

-Sarary E. HOLLIS,
Assistant Secretary.

ER Dom. 78-23851 Filed 8-24-78. 8:45 amy

[8010-01]

[ReL No. 10366; 812-43231

FIRST MULTIFUND FOR DAILY INCOME, INC.

Order for Hearing an Application for
Exoreplon

Aucusr 18, 1978.
Notice is hereby given that First

Multifund for Daily Income, Inc. ("Ap-
plicant"), 32 East 57th Street, New
York, N.Y. 10022, registered under the
Investment Company Act of 1940
("Act") ,as an open-end, diversified,
management investment company,
filed an application on June 7, 1978,
for an order of the Commission, pursu-
ant to section 6(c) of the Act, exempt-
ing Applicant from the provisions of
rule 2a-4 thereunder as interpreted by
Investment Company Act Release No.
9786 ("Release No. 9786"), to the
extent necessary to permit Applicant
to value Its assets on an "amortized
cost" basis. By a letter from Its coun-
sel dated July 8, 1978, Applicant has
also requested that the exemption It
has requested be granted on a tempo-
rary basis. All interested persons are
referred to the application on file with
the Commission for a statement of the
representations contained therein,
which are summarized below.

Applicant states that It Is a no-load,
"money market" fund designed to
offer to public investors the benefits
of participation in a money market
fund whose portfolio consists exclu-
sively of obligations issued or guaran-
teed by the U.S. Government, Its agen-
cies, or the Nation's 10 largest com-
mercial banks, Applicant further
states that its shares are offered di-
rectly to public investors without bro-
kers or salesmen, and that Its assets
are managed by First Multifund Advi-
sory Corp.

According to the application, as of
December 31. 1977, Applicant had nets
assets of $12,613,140 and Its portfolio
consisted exclusively of certificates of
deposits and bankers' acceptances of
the 10 largest banks in the Nation. Ap-
plicant represents that at the close of
each business day the income derived
from instruments In Its portfolio, net
of expenses, Is declared as a dividend
to Applicant's shareholders and cred-
ited to each shareholder's account. Ap-
plicant further represents that these
dividends are Raid monthly to Appli-
cant's shareholders except where a
shareholder advises Applicant's servic-
ing agent, Bradford Trust Co., of such
shareholder's election to have such
dividends reinvested In additional
shares.

Applicant asserts that no bona fide
market exists to provide readily availa-
ble quotations with respect to the
value of the money market Instru-
ments within Applicant's portfolio.
Applicant further asserts that, in any

event, Applicant purchases these
money market instruments with the
intention of hol4ling such money
market instruments to maturity, or of
holding any cash equivalent or re-
placement instrument to maturity. Ap-
plicant further states that the maturi-
ty dates of the respective money
market instruments within its portfo-
lio are scheduled in such a way that
such money market instruments will
mature in sufficient quantity and fre-
quency to provide the necessary cash
to meet Applicant's obligations, in-
cluding redemption of Applicant's
shares. On the basis of the foregoing,
Applicant states that jts board of di-
rector. concluded that any attempt to
"mark to market" as a basis for valu-
ing the money market instruments
within Applicant's 'Portfolio would be
unfair to Applicant's shareholders be-
cause such valuation would be based
on estimates, guesses, and speculation.
rather than thi amortized cost of each
such money market instrument.

Applicant states that an action is
currently pending in the US. Court of
Appeals for the District of Columbia
Circuit alleging that the Commission
has no authority under the laws en-
acted by Congress to deprive Appli-
cants directors of their right and duty
to determine the fair value of Appli-
cants portfolio on the basis of amor-
tized cost. that being, according to Ap-
plicant, their good faith determination
of the best method of determining fair
value. Nonetheless, Applicant requests
an order of the Commission, pursuant
to section 6(c) of the Act, exempting
Applicant from the provisions of rule
2a-4 thereunder as interpreted by Re-
lease No. 9786 to the extent necessary
to permit It to value Its assets on the
basis of amortized cost. As noted
above. Applicant has also requested
that Its application be granted on a
temporary basis.

Rule 2a-4 adopted under the'Act
provides, as here relevant, that the
"current net asset value" of a redeem-
able security Issued by a registered in-
vestment company used in computing
Its price for the purposes of distribu-
tion and redemption shall be an
amount which reflects calculations
made substantially in accordance with
the provisions of that rule, with esti-
mates used where necessary or appro-
priate. Rule 2a-4 further provides that
portfolio securities for which market
quotations are readily available shall
be valued at current market value, and
other securities shall be valued at fair
value as determined in good faith by
the board of directors.

Section 6(c) of the Act provides, in
part, that the commission may, upon
application, exempt any person, secu-
rity, or transaction, or any class or
classes of persons, securities, or trans-
actions, from any provision or provi-
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slons of the Act or any rule thereun-
der, if and to the extent that such ex-
emption is necessary or appropriate in
the public interest and consistent with
the protection of investors and the
purposes fairly intended by the policy
and provisions of the Act.

According to the application, Appli-
cant believes it has a c6nstitutional
and lawful right to value the money
market instruments within its portfo-
lio on the basis of amortized cost. Ap-
plicant further states that it believes
that it would be contrary to the best
Interests of its shareholders and dis-
ruptive of Its operations to change
from the amortized cost method of
valuation to the method known as
"marking to market", since that would
involve, according to Applicant, esti-
mates, guesses and speculation as to
what might be the value of a given
money market instrument in a non-ex-
istent market.

On May 31, 1977, the Commission
issued an interpretation (Investment
Company Act Release No. 9786) of
rule 2a-4 promulgated under the Act
which, among other things, stated the
Commission's views that: (1) It is in-
consistent generally with the provi-
sions of rule 2a-4 for "money market"
funds to value their assets on an amor-
tized cost basis, ignoring market fac-
tors, and (2) it is inconsistent with the
provisions of rule 2a-4 for such funds
to "round off" calculations of their
net asset values per share to the near-
est 1 cent on a share value of $1.
Thereafter, on April 12, 1978, the
Commission ordered a consolidated
hearing (Investment Company Act Re-
lease No. 10201) with respect to ten
applications filed by 13 money market
funds pursuant to section 6(c) of the
Act, requesting exemptions from the
provisions of section 2(a)(41) of the
Act and rules 2a-4 and 22c-1 thereun-
der, either to permit them to value
their assets on an amortized cost basis,
or to permit them to calculate their
net asset values to the nearest one
cent on a $1 share. That hearing is
presently scheduled to commence on
September 6, 1978.1

It appears to the Commission that it
is appropriate in the public interest
and consistent with the protection of
investors to hold a hearing with re-
spect to the application herein. Ac-
cordingly,

It is ordered, pursuant to section
40(a) of the Act, that a hearing be
held on the application under the ap-
plicable provisions of the Act and rules
of the Commission thereunder.

It also appears to the Commission
that this application and the applica-

$In the Matter of InterCapital Liquid
Asset Fund. Inc., et a. (Administrative Pro-
ceeding File No. 3-5431). See, Investment
Company Act Release No. 10201, April 12,
1978.

NOTICES

tions under consideration in InterCa-
pital Liquid Asset Fund, Inc., et al.,
note 1 herein, involve common ques-
tions of law and fact. Accordingly,

It is further ordered, pursuant to
rule 10 of the Commission's rules of
practice (17 CFR 201.10); that the
hearing on this application be joined
for hearing of all matters in issue with
the hearing on InterCapital Liquid
Asset Fund, Inc., et aL, and that such
proceedings be, and hereby are, con-
solidated.

.Any person other than the Appli-
cant desiring to be heard or otherwise
wishing to participate in this proceed-
ing is requested to file with the Secre-
tary of the Commission his application
pursuant to rule 9(c) of the Commis-
sion's rules of practice (17 CFR
201.9(c)), setting forth the nature and
extent of his interest in the proceed-
ing and any issues of law or fact which
he desires to controvert or any addi-
tional issues which he deems raised by
the application or by this notice and
order. A copy of such request shall be
served personally or by mail upon the
Applicant at the address noted above,
and proof of such service (by affidavit
or, in the case of an attorney-at-law,
by certificate) shall be filed contempo-
raneously with the request. Persons
filing an application to participate or
be heard will receive notice of the date
and place of the hearing and any ad-
journments thereof, as well as other
actions of the Commission involving
the subject matter of the proceeding.

The Commission's Division of Invest-
ment Management ("Division") has
advised the Commission that, based
upon examination of the application,
the following matters are presented
for consideration, without prejudice to
the' Division's specifying additional
matters and questions upon further
examination:

1. To what extent, if any, dilution of
money market fund shareholders' interests
may occur by reason of use of amortized
cost valuation;

2. Under what circumstances and condi-
tions, if any, is the requested exemption ap-
propriate in the public interest and consist-
ent with the protection of investors and the
purposes fairly intended by the policy and
provisions of the Act; and

3. Under what circumstances and condi-
tions, if any, should an order be issued
granting Applicant's request for an exemp-
tion on a temporary basis.

It is further ordered that at the
aforesaid hearing attention also be
given to the foregoing matters.

It is further ordered that the Secre-
tary of the Commission shall give
notice of the aforesaid hearing by
mailing a copy of this notice and order
by certified mail to the Applicant; that
notice to all other persons be given by
publication of this notice and order in
the "SEC Docket"; and that an an-"
nouncement of the aforesaid hearing

shall be included in the "SEC News
Digest."

By the Commission.
SHIRLEY E. HOLLIS,
Assistant Secretary,

EFR Doc. 78-23852 Filed 8-24-78: 8:45 am]

[8olo-o]
[File No. 81-316: Administrative Proceeding

File No. 3-5506]

GRAHAM MAGNETICS INC.

Application and Opportunity for Hooting

AUGUST 17, 1978,
Notice is hereby given that Graham

Magnetics Inc. ("Applicant") has filed
an application pursuant to section
12(h) of the Securities Exchange Act
of 1934, as amended (the "1934 Act"),
for an order granting Applicant an ex-
emption from the provisions of section
15(d) of the 1934 Act,

The Applicant states, In part:
1. On November 29, 1977, Applicant

merged with and became a wholly
owned subsidiary of Carlisle Corp. As
a result of the merger, Applicant no
longer has any publicly owned
common stock.

2. The Applicant has filed with the
Commission a form 10-Q for the
period ended September 30, 1977, and
Carlisle Corp. has filed a form 8-K to
reflect the merger.

Applicant argues that the granting
of the exemption would not be Incon-
sistent with the public interest or the
protection of investors.

For a more detailed statement of the
information presented, all persons are
referred to said application which Is
on file In the offices of the Commis-
sion at 500 North Capitol Street,
Washington, D.C. 20549.

Notice is further given that any In-
terested person not later than Septem-
ber 11, 1978 may submit to the Coin-
mission in writing his views or any
substantial facts bearing on this appli-
cation or the desirability of a hearing
thereon. Any such communication or
request should be addressed:

Secretary, Securities and Exchange
Commission, 500 North Capitol Street
NW., Washington, D.C. 20549, and
should state briefly the nature of the
interest of the person submitting such
information or requesting the hearing,
the reason for such request, and the
issues of fact and law raised by the ap-
plication which he, desires to contro-
vert. At any time after said date, and
order granting the application may be
issued'upon request or upon the Com-
mission's own motion.
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For the Commission, by the Division
of Corporation Finance, pursuant to
delegated authority.

SHnuLY E. HOLLIS,
Assistant Secretary.

EF Doe. 78-238 Filed 8-24-78; 8:45 am]

[8010-01]
[File No. 81-356; Administrative Proceeding

File No. 3-5450]
HARTE-HANKS SOUTHERN

COMMUNICATIONS, INC.

Application and Opportunity for Hearing

AUGUST 17, 1978.
Notice is hereby given that Harte-

Hanks Southern Communications, Inc.
("New Southern") has filed an applica-
tion pursuant to section 12(h) of the
Securities Exchange Act of 1934, as
amended (the "Exchange Act") for an
order exempting the company from
filing the form 10-K for the fiscal year
ending December 31, 1978, the interim
forms 10-Q, and all other reports re-
quired under section 15(d) of the Ex-
change Act.

New Southern's application discloses
in part:

1. New Southern, a wholly owned subsidi-
ary of Harte-Hanks Communications, Inc.,
was formed as part of a plan of merger with'
Southern Broadcasting Co., whereby the
latter would be merged into a wholly-owned
subsidiary of New Southern. Under the
terms of the merger, New Southern issued 8
percent guaranteed installment notes due
1988 (the "Notes") in exchange for the out-
standing stock of Southern Broadcasting
Co. As a result of this merger, Southern
Broadcasting Co. is now wholly owned by
New Southern, which in turn is wholly
owned by Harte-Hanks Communications,
Inc.

2. Audited financial statements for Harte-
Hanks Communications, Inc. for the year
ended December 31, 1976 on a consolidated
basis, and unaudited financial statements
for the period ended June 30, 197 were pre-
sented to shareholders in the proxy state-
ment sent to the shareholders of Southern
Broadcasting Co. in connection with the
merger. New Southern will continue the
business of Southern Broadcasting Co.

-3. At no time did New Southern have more
than approximately 170 shareholders; Its
assets consist of $1,000 in cash and Its labil-
ities are represented by shareholder's equity
of $1,000.

4. Harte-Hanks Communications, Inc. is
reporting company under section 12(g) of
the 1934 Act, and is the guarantor and co-
issuer of the notes. The guarantee is uncon-
ditional, and, in the event of default, the
holders of the notes may proceed directly
against Harte-Hanks Communications, Inc.

For a more detailed statement of the
information presented, all persons are
referred to said application which is
on file in the offices of the Commis-
sion at 500 North Capitol Street NW.,
Washington, D.C. 20549.

Notice is further .given that any in-
terested person no later that Septem-

ber 11, 1978 may submit to the Com-
mission in writing his view or any sub-
stantial facts bearing on this applica-
tion or the desirability of a hearing
thereon. Any such communication or
request should be addressed: Secre-
tary, Securities and Exchange Com-
mission, 500 North Capitol Street
NW., Washington, D.C. 20549, and
should state briefly the nature of the
interest of the person submitting such
information or requesting the hearing,
the reason for such request, and the
issues of fact and law raised by the ap-
plication which he desires to contro-
vert. At any time after said date, an
order granting the application may be
issued upon request or upon the Com-
mission's own motion.

For the Commission, by the Division
of Corporation Finance, pursuant to
delegated authority.

SHnu.EY E. HOLLIS,
Assfstant Secretary.

[FR Doc. 78-23854 Filed 8-24-78; 8:45 am]

[8010-01]

[ReL No. 10365; 812-43193

INVESTORS DIVERSIFIED SERVICES, INC. ET AL
Filing of Application for an Order of the

Commission Exempting Certain Transadions
AvausT 17, 1978.

Notice is hereby given that Investors
Diversified Services, Inc. ("IDS"), IDS
Tower, Minneapolis, Minn. 55402; a di-
versified financial services company,
Investors Syndicate of America, Inc.
("Fund"), a wholly owned subsidiary
of IDS registered under the Invest-
ment Company Act of 1940 ("Act") as
a face-amount certificate company,
and Tower Mortgage Corp. ("Tower"),
a wholly owned subsidiary of IDS en-
gaged in the mortgage banking busi-
ness (hereinafter collectively referred
to as "Applicants"), filed an applica-
tion pursuant to section 6(c) of the
Act, on May 30, 1978, and an amend-
ment thereto on July 31, 1978, for an
order of the Commission granting an
exemption from the provisions of sec-
tion 17(a) of the Act to permit the sale
of Government National Mortgage As-
sociation mortgage-backed securities
("GNMA's") by Tower to the Fund.

Applicants state that the Fund is en-
gaged in the issuance of face-amount
certificates, the servicing of Its out-
standing certificates, and the invest-
ment of its assets, in mortgages and
other investments of the kind which
life insurance companies are permitted
to invest in or hold under the provi-
sions of the Insurance Code for the
District of Columbia ("Qualified In-
vestments") and which the Fund is re-
quired to maintain pursuant to the
Act in respect to its outstanding certi-
ficates. Applicants state that as of De-

cember 31, 1977, such Qualified Invest-
ments were in the amount of
$1.101,119,828 which included GNMA's
in the amount of $48,441,780.

Applicants also state that Tower,
which was organized in 1976, is en-
gaged on a national basis in the mort-
gage banking business including the
origination, purchase, sale, and servic-
ng of mortgages; and that It is one of
the major issuers of GNMArs. Appli-
cants state that on December 31, 1977,
Tower was servicing a portfolio of
$305,665,920 in mortgages for compa-
nies in the IDS group, including the
Fund; and that on this date Tower was
servicing a portfolio of $512,256,709 in
mortgages for others including
$193,858,462 of GNIA's. As of Decem-
ber 31, 1977, Tower and its predecessor
had issued a total of $292,576,208.63 of
GNMA!'s. Applicants further state that
Tower does not sell mortgages or
GNMA's to the Fud.

Applicants state that Tower services
mortgages, provides recordkeeping and
management services for mortgages
owned by the Fund, pursuant to serv-
Ice and management agreements be-
tween the Fund and Tower. According
to the application, Tower is the succes-
sor to certain activities of IDS Mort-
gage Corp. ("IDSMC') a subsidiary of,
IDS. By an order dated November 13,
1974 (Investment Company Act Re-
lease No. 8580), the Commission, pur-
suant to section 6(c) of the Act, grant-
ed an exemption from the provisions
of section 17(a) of the Act to permit
the sale of GNMA's by IDSMC to the
Fund.

Applicants represent that IDS, the
parent company of the Fund and
Tower, comprises with Its subsidiaries
a diversified financial services organi-
zation engaged in the businesses of (1)
selling and issuing face-amount certifi-
cates (through the Fund); (2) provid-
ing investment advisory and adminis-
trative services to, and distribution of
the securities of, investment compa-
nies; (3) securities brokerage; (4) life
insurance and annuities; (5) mortgage
banking (through Tower); (6) owner-
ship of real properties; and (7) provid-
ing investment advisory services to
pension funds and pools of privately
owned capital. Applicants state that
by virtue of their common control by
IDS, Tower Is an affiliated person of
the Fund. Applicants state that the
Fund desires to purchase GNMA's di-
rectly from Tower as Qualified Invest-
ments, and that Tower desires to sell
GNMA's directly to the Fund, on a
continuing basis at various times in
the future. Applicants seek an order of
exemption from section 17(a) of the
Act to permit such transactions on the "
terms set forth below.

Applicants state that GNMA's are
issued by an approved issuer pursuant
to section 306(g) of the National Hous-
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Ing Act and related provisions of such
Act, whereby the issuer makes the
timely payment of principal and inter-
est on securities based on and backed
by a pool of mortgages which are in-
sured under the National Housing Act
of title V of the Housing Act of 1949,
or which are insured or guaranteed
under the Servicemen's Readjustment
Act of 1944 or chapter 37 of title 38,
United States Code. Such timely pay-
ment of principal and interest is guar-
anteed by the Government National
Mortgage Association. Applicants also
state that during the life of the issue
of such securities the issuer received
one-half percent per annum and is re-
quired to pay a guaranty fee of six
one-hundredth of 1 percent per
annum to the Government National
M~ortgage Association, as well as a cus-
todian fee to the custodian. The issuer
is required to service the mortgages in
pools collateralizing the GNMA's
remit monthly payments of principal
and interest to the security holders
whether or not such payments have
been collected by the issuer, and per-
form such duties as are required by
the agreements with and regulations
of the Government National Mortgage
Association. According to the applica-
tion, IDS is custodian for mortgage
documents relating to mortgages in
pools collateralizing GNMA's issued by
Tower. In accordance with the terms
of the custodial agreements between
IDS and Tower, IDS receives a fee of
$2 per mortgage per year.

Applicants state that the price of
ONMA's is determined on the open
market and is dependent on prevailing
Interest rates for alternative invest-
ments; and that the profit or loss to
the issuer of GNMA's is represented
by the difference between the sale
price less the mortgage acquisition
price, any fees required by Govern-.
ment National Mortgage Association,
and any other fees, commissions, or
other expenses incurred in the sale of
GNMA's. Applicants also state that
approximately 60 government securi-
ties dealers maintain an active market
In trading GNMIA's. Applicants pro-
pose that the price to be paid by the
Fund to Tower in connection with a
sale of GNMA's shall be based on the
current market price then available
and shall be no higher than the price
at which the Fund could purchase
such securities from other recognized
dealers or Issuers. As evidence of such
price, -the Fund will obtain three bona
fide offers for such securities at each
sale. Under this pricing mechanism,
purchases of GNMA's by the Fund
from Tower will be made at a price no
higher than the lowest price at which
the Fund can purchase them from
other recognized dealers or issuers.

Applicants represent that the Fund
intends to purchase GNMA's for in-

NOTICES

vestment purposes and that the Fund
will have no participation in the offer-
ing of GNMA's as an issuer, underwrit-
er dealer, or manager and will not-
share in any profits or losses of such
offering. Applicants represent further
that Tower will be acting us a princi-
pal and not as an agent, or broker in
connection with such sales and that
IDS will not 'ct as principal, agent, or
broker in connection with GNMA's
which Tower sells to the Fund as dis-
cussed herein.

Applicants submit that it will be ad-
vantageous to both the Fund and
Tower if the Fund is able to purchase
GNMWA's directly from Tower because
both parties anticipate obtaining ad-
vantageous prices under this proce-
dure. In addition, it will be advanta-
geous for the Fund to be able to pur-
chase GNiVLA's directly from Tower
because of its close relationship to and
familiarity with the operating meth-
ods of Tower. Applicants submit that
Tower will benefit by the direct sales
through expansion of its GNMA
market to include the Fund.

Section 17(a) of the Act provides, in
pertinent part, that it shall be unlaw-
ful for any -affiliated person of a regis-
tered investment company, or any af-
filiated person of such a person, acting
as principal, knowingly to sell to or to
purchase from such registered compa-
ny any security or other property, sub-
ject to certain exceptions not relevant
here. Section 17(b) of the Act provides
that the Commission, upon applica-
tion, may exempt a proposed transac-
tion from the provisions of section
11(a) of the Act if the evidence estab-
lishes that the terms of the proposed
transaction, including the considera-
tion to be paid or received, are reason-
able and fair and do not involve over-
reaching on the part of any person

'concerned, and that the proposed
transaction is consistent with the
policy of each registered investment
company concerned and with the gen-
eral purposes of the A c

Section 6(c) of the Act provides, in
pertinent part, that the Commission,
by order upon application, may condi.
tionally or unconditionally exempt
any person, security, or transaction, or
any class or classes of persons, securi-
ties, or transactions, from any provi-
sion of the Act, or of any rule or regu-
lation thereunder, if and to the extent
such exemption is necessary or appro-
priate in the public interest and con-
sistent with the protection of investors
and the purposes fairly intended by
the policy and provisions of the Act.

Applicants request that the Commis-
sion issue an order, pursuant to sec-
tion '6(c) of the Act, exempting from
the provisions of bection 17(a) of the
Act, the sales of GNMa's by Tower to
the Fund. Applicants submit that the
facts as stated above, clearly'establish

that the terms of the proposed sales of
GNMA's by Tower to the Fund, In-
cluding the consideration to be paid
and received, are reasonable and fair
and do not involve overreaching on
the part of any person concerned and
that the proposed sales are consistent
with the policy of the Fund as recited
in its registration statement and re-
ports filed under the Act. Further, Ap-
plicants submit that the exemption
hereby applied for is appropriate in
the public Interest and constent with
the protection of investors and the
purposes fairly intended by the policy
and provisions of the Act.

Notice is further given that any In-
terested person may, not later than
September 11, 1978, at 5:30 p.m.,
submit to the Commission in writing a
request for a hearing on the applica-
tion accompanied by a statement as to
the nature of his interest, the reasons
for such request, and the issues, If any,
of fact or law proposed to be contro-
verted, or he may request that he be
notified if the Commission shall order
a hearing thereon. Any such communi-
cation should be addressed: Secretary.
Securities and Exchange Commission,
Washington, D.C. 20549. A copy of
such request shall be served personally
or by mail upon Applicant at the ad-
dress stated above. Proof of such serv-
ice (by affidavit, or in the case of an
attorney at law by certificate) shall be
filed contemporaneously with the re-
quest. As provided by rule 0-5 of the
rules and regulations promulgated
under the Act, an order disposing of
the application herein will be issued as
of course following said date unless
the Commission thereafter orders a
hearing upon request or upon the
Commission's own motion. Persons,
who request a hearing or advice as to
whether a hearing is ordered, will re-
ceive any notices and orders Issued In
this matter, Including the date of the
hearing (if ordered) and any postpone-
ments thereof.

For the Commission, by the Division
of Investment Management, pursuant
to delegated authority.

SMnV=z E. HOLLIS,
Assistant Secretary.

EM Doc. 78-23855 Flied 8-24-78: 8:45 am]

[8010-01

[Rel. INo. 10363; 811-28303

LA CROSSE COOLER HOLDING CORP.

Filing of Application for an Ordor Doclaring
That Applicant Has Ceased To Be an Invot-
mont Co.

AVousT 17, 1978.
Notice is hereby giverl that La

Crosse Cooler Holding Corp. ("Appli-
cant"), 2809 Losey Boulevard South,
La Crosse, Wis. 54601, registered under
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the Investment Company Act of 1940
(the "Act") as a closed end, nondivefsi-
fied management investment compa-
ny, filed an *application on July 18,
1978, pursuant to section 8(f) of the
Act, for an order of the Commission
declaring that Applicant has ceased to
be an investment company as that
term is defined in the Act. All interest-
ed persons are referred to the applica-
tion on file with the Commission for a
statement of the representations con-
tained therein, which are summarized
below.

Applicant was incorporated in the
State of Wisconsin in 1945 under the
name La Crosse Cooler Co. and there-
after until January 4, 1978, engaged in
the business of manufacturing 'refrig-
eration devices including coin-operat-
ed, soft drink vending machines and
institutional and restaurant equip-
ment. The application states that on
January 4, 1978, pursuant to share-
holder approval, the operating assets
of Applicant were transferred to La
Crosse Cooler Subsidiary, Inc., a
wholly owned subsidiary of Applicant,
which assumed all of Applicant's li-
abilities. Thereafter, on January 20,
1978, the name of Applicant was
changed to La Crosse Cooler Holding
Corp. The application also states that
on April 19, 1978, also pursuant to
shareholder approval, the Applicant's
wholly owned subsidiary was sold for a
cash consideration of $2,280,738.13.
The proceeds of this sale, together
with the liquid assets retained by Ap-
plicant when its operating assets were
transferred to the subsidiary, aggre-
gated $3,352,230, which represented a
liquid book value of $9 for each of Ap-
plicant's 372,470 shares of common
stock then outstanding. Applicant
states that it presently has no debts or
other liabilities except for legal and
accounting fees for which bills have
not yet been received, and that it is
not a party to any pending litigation,
or administrative proceedings.

Applicant registered under the Act
on April 25, 1978, by a filling a notifi-
cation of registration on form N-8A
with the Commission. On May 12,
1978, Applicant- transmitted to its
shareholders an offer to purchase its
outstanding common stock for $9 per
share Applicant states that pursuant
to such offer it has purchased 134,245
shares 'of its outstanding common
stock through the close of business on
July 10, 1978, and that the 238,225
shares of its common stock remaining
outstanding are beneficially owned by
85 shareholders of record. Applicant
represents that at the date of filing
this application the outstanding secu-
rities of Applicant are beneficially
owned by not more than 100 persons.
In addition, it is represented that as of
that date, no "company," as such term
is defined in the Act, owned of record

or was known by Applicant to own
beneficially, 10 percent or more of the
outstanding voting securities of Appli-
cant. The application also states that
Applicant is not making and does not
presently propose to make a public of-
fering of its securities.

On the basis of the above Informa-
tion Applicant maintains that It is not
presently an "investment company" as
that term Is defined in the Act.

Section 3(c)(1) of the. Act provides,
in pertinent part, that any issuer
whose outstanding securities (other
'than siort-term paper) are beneficial-
ly owned by not more than 100 per-
sons and which Is not making and does
not presently propose to make a public
offering of its securities is not an in-
vestment company within the meaning
of the Act.

Section 8(f) of the Act provides, in
pertinent part, that whenever the
Commission, on Its own motion or
upon application, finds that a regis-
tered investment company has ceased
to be an investment company, It shall
so declare by order, and upon the ef-
fectiveness of such order the registra-
tion of such company shall cease to be
in effect.

Notice is further given that any In-
terested person may, not later than
September 11, 1978, at 5:30 p.m.,
submit to the Commission in writing a
request for a hearing on the applica-
tion accompanied by a statement as to
the nature of his interest, the reasons
for such request, and the issues, if any,
of fact or law proposed to be contro-
verted, or he may request that he be
notified if the Commission shall order
a hearing thereon. Any such communi-
cation should be addressed: Secretary,
Securities and Exchange Commission,
Washington, D.C. 20549. A copy of
such request shall be served personally
or by mail upon Applicant at the ad-
dress stated above. Proof of such serv-
ice (by affidavit, or In the case of an
attorney at law by certificate) shall be
filed contemporaneously with the re-
quest. As provided by rule 0-5 of the
rules and regulations promulgated
under the Act, an order disposing of
the application herein will be Issued as
of course following said date unless
the Commission thereafter orders a
hearing upon request or upon the
Commission's ,own motion. Persons,
who request a hearing or advice as to
whether a hearing is ordered, will re-
ceive any notices and orders Issued in
this matter, including the date of the
hearing (if ordered) and any postpone-
ments thereof.

For the Commission, by the Division
of Investment Management, pursuant
to delegated authority.

SmMLzY E. HoLLs,
AssistantSecretary.

EFR Doz. '78-23856 Filed 8-24-78; 8:45 am]

[8010-01]

[Rel. No. 20676; 710-6199]

NEW ORLEANS PUBUC SERVICE, INC.

Proposal To Issue Short-Term Notes to Banks

AuGusT 18, 1978.
Notice is hereby given that New Or-

leans Public Service, Inc. ("NOPSI"),
317 Baronne Street New Orleans, La.
70160, a wholly owned subsidiary of
Middle South Utilities, Inc., a regis-
tered holding company, has filed an
application-declaration with this Coin-
mission pursuant to the Public Utility
Holding Company Act of 1935 ("Act"),
designating sections 6 and 7 of the Act
and rule 50(a)(2) promulgated there-
under as applicable to the proposed
transaction. All interested persons are
referred to the application-declara-
tion, which Is summarized below, for a
complete statement of the proposed
transaction.

NOPSI proposes to issue and sell
short term securities in the form of
promissory notes ("notes") to various
commercial banks from time to time
through December 31, 1979, to meet
Its interim financing requirements.
The maximum aggregate principal
amount of notes outstanding at any
one time shall not exceed the lesser of
$20,000,000 or 10 percent of NOPSI's
capitalization, which is the maximum
amount of unsecured borrowings per-
missible under the provisions of
NOPSI's restated articles of incorpora-
tion without the consent of the pre-
ferred shareholders. Applying this for-
mula to NOPSI's capitalization at
June 30, 1978, including $10,000,000 of
first mortgage bonds, 3/4 percent
series due 1978, an aggregate principal
amount of $22,005,701 of promissory
notes would be issuable. The maxi-
mum amount proposed herein will not
be increased without the filing by
NOPSI of a post-effective amendment
hereto notifying the Commission of
any such increase and the issuance by
the Commission of a further order
with respect thereto.

NOPSI's current construction pro-
gram is expected to result in expendi-
tures of approximately $25,000,000 in
1978 and $26,750,000 in 1979. Addition-
ally, It is anticipated that during 1979
NOPSI will be required to provide
about $4,600,000 as prepaid rent to the
city of New Orleans to be used by the
city for the purchase of new fare
boxes for NOPSrs transit vehicles and
185 new buses. The net proceeds to be
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received by NOPSI from the issuance
and sale of the notes will be applied
principally to NOPSI's construction
program, to the prepayment of the
aforesaid rent and to the payment at
maturity of $10,000,000 aggregate
principal amount of its first mortgage
bonds, 3/4 percent series due October
1, 1978. As the notes mature, they will
be renewed (but to mature not later
than September 30, 1980) or repaid
out of funds then available to NOPSI
from its operations or derived from
the Issuance and sale of long-term
debt. NOPSI presently contemplates
that permanent financing will be un-
dertaken in the last quarter of 1978.

The notes would be in the form of
unsecured promissory notes customar-
ily used by the lending banks. NOPSI
presently has outstanding $4,000,000

* tNOTICES
in aggregate principal amount of unse.
cured notes consisting of a $2,000,000
note held by the Hibernia National
Bank in New Orleans and a $2,000,000
note held by the First National Bank
of Commerce in New Orleans. Both of
these notes mature on or before Octo-
ber 18, 1978, bear interest at the rate
of 9 percent per annum and are pre-
payable in whole or in part at any
time without premium. The notes
would be issued by NOPSI to the
banks listed below in aggregate
amounts not to exceed the maximum
amounts listed below, would be due
not more than 9 months from date of
issuance, bear interest at the prime
commercial bank rate in effect at the
lending bank at the time of issuance
or renewal, and be prepayable in
whole or in part at any time without
premium:

Proposed Maximum loans
Present loans maximum to be outstanding

additional loans

Whitney National Bank of New Orleans ........................................ $8,100,000 $8.100,000
Hibernia National Bank In New Orleans ............. $2,000,000 1.500,00 3,500,000
First National Bank of Commerce in New Orleans.. 2,000.000 1.000.090 3,000.000
National American Bank of New Orleans ................................... 2400,000 2.400,000
The Chase Manhattan-Bank (N.A) .............................................. 3.000,000 3.000,000

Total ................ ................................................. 4.000.000 16,000.000 20.000.000

Accounts are maintained with the
above-mentioned banks, from whom
borrowings are proposed to be made,
and, although balances in some of
these accounts may be deemed to be
compensating balances, these accounts
are working accounts and fluctuations
in their balances do not xeflect or
depend upon fluctuations in the
amounts of bank loans outstanding.
NOPSI does not have any commit-
ments to maintain compensating bal-
ances with the above banks and no
commitment fee is involved for any of
the proposed borrowings.

The fees, commissions and expenses
to be incurred in connection with the
proposed transaction are estimated to
be less than $4,000. It is stated that no
State of Federal Commission, other
than this Commission, has jurisdiction
over the proposed transaction.

Notice is further given that any in-
terested person may, not later than
September 12, 1978, request in writing
that a hearing be held on such matter,
stating the nature of his interest, the
reasons for such request, and the
issues of fact or law raised by the
filing which he desires to controvert;
or he may request that he be notified
If the Commission should order a,
hearing thereon. Any such request

should be addressed: Secretary, Securi-
ties and Exchange Commission, Wash-
ington, D.C. 20549. A copy of such re-
quest should be served personally or
by mail upon the applicants-declarants
at the above-stated address, and proof
of service (by affidavit or, in case of an
attorney at law, by certificate) should
be filed with the request. At any time
after said date, the application-decla-
ration, as filed or as it may be amend-
ed, may be granted and permitted to
become effective as provided in rule 23
of the general rules and regulations
promulgated under the Act, or the
Commission may grant exemption
from such rules as provided in rules
20(a) and 100 thereof or take such
other action as it may deem appropri-
ate. Persons who request a hearing or
advice as to whether a hearing is or-
dered will receive any notices or orders
issued in this matter, including the
date of the hearing (if ordered) and
any postponements thereof.

For the Commission, by the Division
of Corporate Regulation, pursuant to
delegated authority.

SmnuLsy E. HoLLs,

Assistant Secretary.

[FR Doc. '78-23857 Filed 8-24-78; 8:45 am]

[8025-01]
SMALL BUSINESS ADMINISTRATION

(License No. 0/03-01091

ALLIANCE CAPITAL CORP.

Notice of Surrandor of License To Operate as a
Small Business Investment Company

Notice Is hereby given that Alliance
Capital Corp. (Alliance), 4321 North
Central Expressway, Dallas, Tex,
75205, pursuant to the provisions of
section 107.105 of the regulations gov-
erning small business investment com-
panies (13 CFR 107.105 (1978)), has
surrendered Its license to operate as a
small business investment company
(SBIC).

Alliance was incorporated under the
laws of the State of Texas to operate
solely as an SBIC under the Small
Business Investment Act of 1958, as
amended (15 U.S.C. 661 et seq.) (the
Act) and it was Issued license No. 06/
06-0199 by the Small Business Admin-
istration on June 19, 1978.

Under the authority vested by the
Act and the rules and regulations pro-
mulgated thereunder, the surrender of
the license of Alliance is hereby ac-
cepted and accordingly, it is no longer
licensed to operate as an SBIC.

(Catalog of Federal Domestc Aslstanco
Program No. 59.011, Small Buslnes. Invet-
ment Companies.)

Dated: August 18, 1978.
PETER F. McNEISH,

Deputy Associate Administrator
for Investment

I[r Doc. 78-23862 Filed 8-24-78; 8:45 am)

[8025-01]
REGION V ADVISORY COUNCIL MlEETING

Public r1oelnn

The Small Business Administration
Region V Advisory Council, located in
the geographical area of Columbus,
Ohio, will hold a public meeting on
Thursday, September 14, 1978, from 9
a.m. until 2 p.m., at the Imperial
House-Arlington, 1335 Dublin Road,
Columbus, Ohio, to discu such busl-
ness as may be presented by members,
staff of the Small Busines Adminis.
tration, or others present.

For further information, write or
call Frank D. Ray, District Director,
U.S. Small Business Administration,
Federal Building and U.S. Courthouse,
85 Marconi Boulevard, Columbus,
Ohio 43215, 614-469-7310.

Dated: August 21, 1978.
K. DREW,

DeputyAdvocate for
Advisory Councils.

[FR Do. 78-23165 Filed 8-24-78; 8:45 am]
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[8025-01]

REGION V ADVISORY COUNCIL MEETING

Public Meeting

The Small Business Administration
Region V Advisory Council, located in
the geographical area of Minneapolis,
Minn., will hold a public meeting on
Tuesday, September 12, 1978, from 10
am. to 2 pan., at the Bluff House,
Control Data Corporation, 3315 East
Old Shakopee Road, Bloomington,
Minn, to discuss such business as may
be presented by members, staff of the
Small Business Administration, or
others present.

For futher information, write or call
Paul W. Jansen, District Director, U.S.
Small Business Administration, Plym-
outh Building, Room 530, 12 South
Sixth Street, Minneapolis, Minn.
55402, 612-725-2928.

Dated: August 21, 1978.

K Dmv,
Deputy Advocatefor

Advisory Councils.
[FR Doe. 78-23886 Filed 8-24-78; 8:45 am ]

[8025-01]

REGION VI ADVISORY COUNCIL MEETING

Public Meeting

The Small Business Administration
Region VI Advisory Council, located in
the geographical area of Dallas, Tex.,
will hold a public meeting on Thurs-
day, October 5, 1978, from 9:30 a.m. to
2 p.m., in the third floor Board Room
of the National Bank of Commerce,
1525 Elm Street, Dallas, Tex., to dis-
cuss such business as may be present-
ed by members, staff of the Small
Business Administration, or others
present.

For further information, write or
call Emly S. Atkinson, District Direc-
tor, U.S. Small Business Administra-
tion, 1100 Commerce Street, Dallas,
Tex. 75202, 214-749-2706.

Dated: August 21, 1978.
K Dssw.

Deputy Advocate for
Advisory Councils.

[FR Doc. 78-23867 Filed 8-24-78; 8:45 am]

[8025-01]
REGION VI ADVISORY COUNCIL MEETING

Public Meeting.

The Small Business Administration
Region VI Advisory Council, located in
the geographical -area of Lubbock,
Tex., will hold a public meeting on
Wednesday, September 20, 1978, from
8:30 am. to 4:30 pan. at the Reddy
Room, Southwestern Public Service
Co., 1120 Main Street, Lubbock, Tex.,

NOTICES

to discuss such business as may be pre-
sented by members, staff of the Small
Business Administration, or others
present.

For further information, write or
call Philip J. O'Jbway, District Direc-
tor, U.S. Small Business Administra-
tion, 712 Federal Office Building and
U.S. Courthouse, 1205 Texas Avenue,
Lubbock, Ten. 79401. 806-738-7462.

Dated: August 21, 1978.
K DREW,

DeputyAdvocate for
Advisory Council&.

[FR Doc. 78-23868 Fied 8-24-78; 8:45 am]

[8025-01]

REGION X ADVISORY COUNCIL MEETING

Public Meotng

The Small Business Administration
Region X Advisory Council, located in
the geographical area of Portland,
Oreg., will hold a public meeting on
Friday, September 22, 1978, at 9:30
am. (Ps.t.), at the U.S. National Bank
of Oregon Board Room, Third Floor,
Broadway and Oak Streets, Portland,
Oreg., to discuss such business as may
be presented by members, staff of the
Small Business Administration. or
others present.

For further information, write or
call J. Don Chapman, District Direc-
tor, U.S. Small Business Administra-
tion, Federal Building, Room 676, 1220
Southwest Third Avenue, Portland,
Oreg. 97204, 503-423-3461.

Dated: August 21, 1978.
K Dnxw.

DeputyAdrocatefor
Advisory Councils.

[FR Doe. 78-23809 iled 824-73- 8:45 am]

[8025-01]
[Declaration of Disaster Loan Area No.

15161

NEW YORK

Dedaratlon of Disaster Loan Area

Richmond County and adjacent
counties within the State of New York
constitute a disaster area as a result of
damage caused by heavy rain and
flooding which occurred on August 12.
1978. Eligible persons, firms, and orga-
nizations may file applications for
loans for physical damage until the
close of business on October 19, 1978,
and for economic injury until the close
of business on May 18, 1979, at:
Small Business Administration. District

Office, 26 Federal Plaza, Room 3100, New
York. N.Y. 10007.

or other locally announced locations.
(Catalog of Federal Domestic Assistance
Program Nos. 59002 and 59008.)

38149

Dated: August 18, 1978.
PAMCU 1L CLOHERT,

ActingAdministrator.
[FR Do=. 78-23863 Filed 8-24-78; 8:45 am]

[8025-01]
EDeclaration of Disaster Loan Area No.

1514]

SOUTH DAKOTA

Declarotlon of Disaster Loan Area

The following two counties and adja-
cent counties within the State of
South Dakota constitute a disaster
area as a result of natural disaster as
Indicated:

County, natural disasfter(s), and date(s)
Marshall; high winds and tornadoes; June

16. 1978.
Marshall: hail storm and heavy rains June

22. 1978.
Mfarshall: heavy rain; June 6, 1978 and June

29. 1978.
Union: high wind. hail, and heavy rain: July

5.1978.
Eligible persons, firms, and organiza-

tions may file applications for loans
for physical damage until the close of
business on October 16, 1978, and for
economic Injury until the close of busi-
ness on May 17. 1979, at:
Small Business Administration, District

Office. Eighth and Main Avenue, Sioux
F-all. S Dak. 57102.

or other locally announced locations.

(Catalog of Federal Domestic Assistance
Program Nos. 59002 and 59008.)

Dated: August 17, 1978.
H. A. T sr,

ActingAdministrator.
FR Doc. 78-23864 Filed 8-24-78; 8:45 am]

[4811-31]
DEPARTMENT OF THE TREASURY

Bureau of Alcohol, Tobacco and Firearms

(Notice No. 78-9; Reference: ATF 0 1100.901

ASSISTANT DIRECTOR (REGULATORY
ENFORCEMENT)

Delegation of Authority; Correction

In FR Doe. 78-17390 appearing on
page 27271 in the FSDHAL REGrsTzR of
June 23, 1978, the heading of the doc-
ument which reads "[Notice No. 78-9;
Reference: ATF 0 1100.]" is corrected
to read "[Notice No. 78-9; Reference:
ATF 0 1100.90]".

Signed: August 19, 1978.
Jomq G. KRocs.,r,

ActingDirector.
[FR Doc. 78-23875 Filed 8-24-78; 8:45 sm]
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NOTICES

[4810-313

[Notice No. 78-7; Reference: ATF 0 1100.87]

DELEGATION TO THE ASSISTANT DIRECTOR
'(REGULATORY ENFORCEMENT)- OF AU-
THORITIES OF THE DIRECTOR IN 27 CFR,
PART 213, DISTRIBUTION AND USE OFoTAX-
FREE ALCOHOL

Delegation Order; Correction

In FR Doe. 78-16750 appearing on
page 26174 in the FEDERAL REGISTER of
June 16, 1978, the heading of the doc-
ument which reads "[Notice No. 78-7;
Reference: ATF 0 1100)" is coriected
to read "[Notice No. 78-7; Reference:
ATF 0 1100.87J".

Signed: August 19, 1978.

JOHN G. KROGmN,
Acting Director.

tFR Doc. 78-23874 Filed 8-24-78; 8:45 am]

[4830-01]
DEPARTMENT OF THE TREASURY

Internal Revenue Service -

FORM 940, EMPLOYER'S ANNUAL FEDERAL
UNEMPLOYMENT TAX RETURNS

Proposed Revision

AGENCY: Internal Revenue Service,
Department of the Treasury.
ACTION: Notice of proposed revision
of Form 940, Employer's Annual Fed-
eral Unemployment Tax Return, for
1979.
SUMMARY: As part of their forms
simplification effort, the Internal Rev-
enue Service is asking for public com-
ments on a proposed extensive revision
of Form 940, Employer's Annual Fed-
eral Unemployment Tax Return, for
1979. After considering all comments
and suggestions, the Service will
decide whether to adopt the proposed
revision for 1979.
DATE: Written comments and sugges-
tions should be mailed or delivered by
November 2, 1978.
ADDRESS: Written comments and

suggestions should be mailed or deliv-
ered to the Chairman, Tax Forms Co-
ordinating Committee, Internal Reve-
nue Service, Room 5577, 1111 Consti-
tution Avenue NW., Washington, D.C.
20224.

FOR FURTHER INFORMATION
CONTACT'

Mr. Robert I. Brauer, 1111 Constitu-
tion Avenue NW., Washington, D.C.
20224. Telephone: 202-566-6150 (not
a toll-free telephone number).

SUPPLEMENTARY INFORMATION:
The proposed revision is simpler to
complete for employers who (1) pay
contributions to the unemployment
compensation fund of only one State,
(2) pay all contributions to the State
by the due date (or extended due date)
of Form 940, and (3) have no exemp-
tion from State contributions for
wages subject to Federal unemploy-
ment tax. A majority of employers are
in this category. They will not have to
complete the tentative credit part of
the return and will have a simplified
tax computation. They will figure
their tax by miltiplying net taxable
wages by .007 and adding any required
reduction in credits.

Employers who make payments to
more than one State, make payments
after the due date of Form 940, or
have any part of their net taxable
wages subject to Federal unemploy-
ment tax exempted from State contri-
butions, will continue to complete the
tentative credit and the tax computa-
tion parts of the return as in past
years.

Tax return preparers and employers
are cautioned not to make any pro-
gram changes based on the proposed
revision before it is adopted.

This document does not meet the
criteria for significant regulations set
forth in paragraph 8 qf the proposed
Treasury Directive appearing in the
FEDERAL REGISTER for Wednesday,
May 24, 1978.

Dated: August 21, 1978.

JOHN L. WITHERS,
Assistant Commissioner, Technical
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NOTICES

Form 940
Oepartmant of the Treasury
Internal Rennem SeWmoie

Employer's Annual Federal
Unemployment Tax Return 1@i79

T

[ ame (as ditinIulsid from trads nmeo) calat.esr Y r FD
mak Incrrct 1979 FPD

receiSaly Trado name. If any 1979 FP

change T

L

A Are you required to pay contributions to only one State? ....... : ......... .... E] Yes [] Nc

If you check the "Yes" box, enter the name of the State to which you are required to pay contributions. . . ...............-..............
B Have you paid all required contributions to your State unemployment fund by the due date of Form 940? ...... .. Yes 51 Nc

If you check the "Yes" box. enter amount of contributions timely paid to your State unemoloyment fund. .

-Computation of Taxable Wages (To be Completed by All Taxpayers)

I Total remuneration (including exempt remuneration) paid during the calendar year for services of employees

Exempt Remuneration Amnount paid / ,/'/'
,  

< "

2 Exempt remuneration. (Explain each exemption shown, attaching additional sheets if I
.ncesay ... ..... .................... .... . . .. . ........ .. ...... ..... i--

to individual employees exclusive of exempt amounts entered on line 2. Do not use /
State wage limitation.............. . .. . . . . . . . . . . . ... _ _____ -

4 Total exempt remuneration (add column b, lines 2 and 3)............. . .. . . . . . . . . . ... __

5 Total taxable wages (subtract line 4 from line 1) .................... .

.Complete Only if You Checked the "Yes" Boxes in Items A and B Above

1 FUTA tax. Multiply the wages on line 5, Part I by .007 and enter here ... .............. I_

2 (Name of State) wages included on line 5, Part I •o $ .................. multiplied by .006. .,.
3 Total (add lines I and 2) ............ .............................
4 Less Total Federal tax deposited from line 5, Part IV ...... ................... *
5 Balance due (subtract line 4 from line 3-this should not be over $100). Pay to Internal Revenue Service. . 1
6 Overpayment (subtract line 3 from line 4) .-.................. .

[Ccmp!ete If You Checked the "No" Box in Item A or Item B Above

1 Gross FUTA tax. Multiply the vages on line 5. Part I br .034 ....... ..................
2 Maximum credit. Multiply the wageson line 5, Part I by .027 .. ........ _ __ __, / /'

Enter the sma ler f line 11, Part I _________of the amount on: I. Lne 2, above J .................................. I) , ?" 3"/ "

4 .Caime of State) wage znc.:ded c+n line 5, Part I 00 ...... oi-ll lled L7 .C6. _ _, .
5 Credit allowable (subtract line 4 from line 3) ........ .......................

6 Net FUTA tax (subtract line 5 from line 1) ......... .........................
7 Less: Total Federal tax deposited from line 5, Part IV. . . ..... .................
8 Balance due (subtract line 7 from line 6-this should not be over $100). Pay to Internal Revenue Service. . D _ _ 1
9 Overpayment (subtract line 6 from line 7) .).....................

If no l nger in business at end of year. write "Final" here ................ . I
Undff VC-Altrie of pei.r. I dM-dot ttAt I hov =rtd tis n"lour Inctlodl rai~ rrd r mp balzv c aw d ostveos. n bd Lo4 tet 0 my I n& tetrz. it is tre. ceTCC?. and C=-
plete. and trot no rAst 0? arr Prmnt rzeto :~ Ststa unecmyCmt fund clarred a a VOCt was at tn to t* d" C f t t-.MI~ at r i m

Dtet b.

263-038-1

SIgnaturs b. ~tt. (town. 6!-.M V.

Form 940 (1;,
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NOTICES

* Record of Federal Tax Deposits for Unemployment Tax (Form 508)
a. Quarter b. Liability by period C. Date o deposit d. Amount of depil'

I First

2 Second
3 Third
4 Fourth .
5 Total Federal tax deposited (add column d, lines 1 through 4) ............ _._..

Q Computation of Tentative Credit-See I n s t r u c t i 0, n s
State reporting number Taxable payroll Experience rate period apefr Contributions bad Contribitions pay Additional ContiibuiyyaName of State as shown on employer's (A defined in State act) 4 once rate been 2.7% able at eaerience credit estialir l
State contributin returns rate (cal. 3x27%) rate (col 3xcotl 5) (c l 6minusco' 7) to Stale2 3 From- To- 5 6 7 8 9

... t.... .... i........ ............. ..... .. ........ . ....................................................................... ........... ..... ..........

lO*Totals ./. .,, /. .. > ,';*, " -I
11_Total tentative credit_(add line_10,_columns_8_and 9). ........ .. . .......... I
Effective January 1, 1978-

(1) Wage base increases to $6,000;
(2) Coverage extended to certain agricultural

and domestic service employees; and
(3) U.S. Virgin Islands employers are subject

to FUTA.

General Instructions
For more detailed information on which

employers must file, the types of payments
defined by law as wages, and the kind of
services covered by the Federal Unemploy-
ment Tax Act (FUTA), see Publication 15,
Circular E, Employer's Tax Guide, available
at any Internal Revenue Service office. Pub-
lication 539, Withholding Taxes and Re-
porting Requirements, has examples and
a filled in copy of Form 940.

Purpose of Form 940.-Use it for the
annual reporting of tax under FUTA, which
is paid only by the employer. The tax rate is
3.4 percent on the first $6.000 of wages
paid to each employee during 197 .

Who Must File.-Iln general, every em-
ployer who during 197 or 197 paid wages
of $1,500 in any calendar quarter or at any
time had one or more employees in any 20
calendar weeks must file. Count all regular,
temporary, and part-time employees. A part-
nership should not count its partners. If a
change of ownership or other transfer of the
business occurs during the year, each em-
ployer who meets the $1,500 a quarter or
one or more employees in 20 weeks tests
must file, but neither should report wages
paid by the other, Organizations described
in sectton 501(c)(3) are not required to file.

Generally, beginning in 1978, employers
who (1) paid cash wages of $20,000 or more
to agricultural workers during any calendar
quarter in 197 or 197 ; or (2) employed 10
or more agricultural workers during some
portion of a day (whether or not at the same
time) for at least one day during any 20 dif-
ferent weeks in 197 or 197 . (Aliens ad-
mitted to the U.S. on a temporary basis to
perform agricultural labor are excluded until
January 1, 1980.); or (3) paid cash wages of
$1,000 or more in any calendar quarter in
197 or 197 for domestic service in a pri-
vate home, local college club, or a local
chapter of a college fraternity or sorority will
be required to file Form 940.

If you receive a form and are not liable
for Federal unemployment tax for 197 ,
write "Not Liable" across the front and re-
turn it to the IRS. If you are no longer in
business at the end of the year, write "Final"
on the line above the signature line.
263-038-1

If you sold or transferred the business
during the year, attach a statement show-
ing the name, address, and employer iden-
tification number (if known) of the new
owner.

Once you have filed a Form 940, we will
send you a preaddressed form near the end
of the year. If you do not receive it, request
one from any IRS office in-time to file.

Due Date.-Form 940 for 197 is due by
January 31, 19 . If you made timely de.
posits in full payment of the tax due, you
have until February 10, 19 , to file.

Where to Fie.-
If your principal bust. Filo with the Internal
ness, office, or eency Revenue Service

I lated InCenter at

New Jersey. New York City and
counties of Nassau. Rockland, "Hoitsville, NY 00501
Suffolk. end Westchester
New York (ell other counties).
Connecticut. Marne,
Massachusetts. New Andover, MA 05501
Hampshire. Rhode Island.
Vermont

District of Columbia. Delaware.
Maryland. Pennylvania Pbiladelpbia, PA 19256
Alabama, Florida. Georgia,
Mississippi. South Carolina Atlanta. GA 31101

Michigon, Ohio Cincinnati. OH 45999
Arkansas. Kansas. Louisiana,
New Mexico. Oklahoma. Texas Austin. TX 73301

Alaska. Arizona. Colorado.
Idaho. Minnesota, Montana.
Nebraska. Nevada. North Ogden, UT 84201
Dakota. Oregon. Sout'i Dakota.
Utah. Washington. Wyoming
Ininois. Iowa.
Missouri. Wisconsin Kansas City. MO 64999

California, Haoaii Fresno, CA 93988
Indiana. Kenteciy North
Carolina. Tennessee, f.1amphils, TN 37501
Virginia. West Virginia

If you have no legal residence or principal place
of business in any Internal Revenue Service dis.
trict. or if your Principal place of business is in
Puerto Rico or the U.S. Virgin Islands. file Form
940 with the Internal Revenue Service Center.
Philadelhia. PA 19255.

Deposit Requirements.-Deposit Federal
unemployment tax in an authorized financial
institution or a Federal Reserve Bank accord-
ing to the instructions on the reverse of a
preinscribed Federal Tax Deposit Form 508
which must accompany each depbs".

Figure Federal unemployment taA on a
quarterly basis. Deposit any amourdt dA' by
the last dy of the first month following-the
close of the quarter. (If you do not qualify
as an employer until the second or third
quarter, your deposit requirements do not
begin until then.)

To determine If you must make a deposit
for any of the first three quarters in 19 ,
compute the total tax by multiplying by
.007 that part of the first $6,000 of each
employee's annual wages you paid during
the quarter.

If the amount subject to deposit (plus the
undeposited amount for any prior quarter)
is more than $100, deposit it during the first
month following the quarter. If the amount
is $100 or less, you do not have to deposit it,
but you must add It to the amount subject to
deposit for the next quarter.

If the tax reportable on Form 940 less
amounts deposited for the year is more than
$100, deposit the entire amount. If the tax
for the year less any deposits Is $100 or less,
either deposit it or pay it with Form 940,

If you deposited the proper amounts, fol.
lowing these rules, the balance duo will not
exceed $100.

How to Mako Dopo1lts.-Follow the In-
structions on the reverse of the preinscribed
Federal Tax Deposit Form 508.

Employers Name, Address, and Identifica.
tion Numbor.-Use the preaddressed Form
940 mailed to you. If you must use a nonpro.
addressed form, type or print your name,
trade name, address, and employer Identifi.
cation number on it.

Penalties and Interost.-Avoid penalties
and interest by filing a correct return and
paying the proper amount of tax when due,
The law provides a penalty for late filing
unless you show reasonable cause for the
delay. If you file late, attach an explanation.

There are also penalties for willful failure
to pay tax, keep records and make returns,
and for filing false or fraudulent returns. Tax.
payers who willfully claim credit for deposits
not made are subject to fines and other
criminal penalties.

Credit for Contributions Paid Into State
Funds.-You can claim credit for contribu
tions you pay into a certified State unem.
ployment compensation fund by the due date
of Form 940.

"Contributions" mean payments required
by State law to be made Into an unemploy.
ment fund by any person on account of hav.
ing individuals in his or her employ, to fho
extent that such payments are made without
being deducted or deductible from the em.
ployees' remuneration,

You may credit contributions against the
tax whether or not made with respect to"employment." You may not take credit for
voluntary contributions or for penalties or
interest payments to a State.
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NOTICES

Fo- 940
Department of the Treasur
Internal Reenue Servce

Employer's Annual Federal
Unemployment Tax Return

Caltm~lr year

_y 0 U1979

A Are you required to pay contributions to only one State? ........ ..................... .- Yes C No

If you check the "Yes" box, enter the name of the State to which you are required to pay contributions ... .......................
B Have you paid all required contributions to your State unemployment fund by the due date of Form 940? ........ . Yes 7 No

If you check the "Yes" box. enter amount of contributions timely paid to your State unemolovment fund B

SComputation of Taxable Wages (To be Completed by All Taxpayers)

I Total remuneration (including exempt remuneration) paid during the calendar year for services of employees

Exempt Remuneration Amount p id 7 /7

2 Exempt remuneration. (Explain each exemption shown, attaching additional sheets If /' V' -
necessary) be..................................................................... . ....................... ....... ..... ~/

.....---------................... . ......................................... .. , , , , ./..............

3 eueainin exeso 600. Enter only the excess over the first $6.000 paid
to individual employees exclusive of exempt amounts entered on line 2. Do not use I ; "/','. ,/.'.,.; ;
State wage limitation ....... ... ................. i tZ-. 2& .f

4 Total exempt remuneration (add column b, lines 2 and 3) . . . .. ................
5 Total taxable wages (subtract line 4 from line 1) ................. .. .

k[ i Complete Only if You-Checked the "Yes" Boxes in Items A and B Above

1 FUTA tax. Multiply the wages on line 5, Part I by .007 and enter here ... .............. _ _

2 (Name of State) wages included on line 5, Part I P $ ................. multiplied by .006. . _.

3 Total (add lines 1 and 2) ........... ............................

4 Less: Total Federal tax deposited from line 5, Part IV ...... ...................
5 Balance due (subtract line 4 from line 3-this should not be over $100). Pay to Internal Revenue Service. . -

6 Overpayment (subtract line 3 from line 4) ................ . .....

U Compete If You Checked the "No" Box in Item A or Item B Above

I Gross FUTAtax. Multiply the wages on line 5, Part I by .034...... .................
2 Maximum credit. Multiply the wages on line 5, Part I by .027 ........ "'_/
3 Enter the sm aller line 11, Part V .. . . . ._I__i_/ / ;/, .

of the amount on: Line 2, above / 1'-g4
4 (Name of State) wages included on line 5, Part I bb $ ............................ multiplied by.006. I_ _l___

5 Credit allowable (subtract line 4 from line 3) ........ ....................

6 Net FUTA tax (subtract line 5 from line 1) ............. ..... ...... ........ _.

7 Less: Total Federal tax deposited from line 5, Part IV ...... ...................

8 Balance due (subtract line 7 from line 6-this should not be over $100). Pay to Internal Revenue Service. . _

9 Overpayment (subtract line 6 from line 7) .. •

If no longer in business at end of year. write "Final" here ... . . ._._._._._....... 0.

Keep This Copy For Your Records
You must retain this copy, and a copy of each related schedule or statement for a period of 4 years after the date the tax is due or

paid, whichever is the later. These copies must be available for inspection by the Internal Revenue Service.
263-038-1
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Form 940 (197)

NOTICES

Paco 4

Record of Federal Tax Deposits for Unemployment Tax (Form 508)
a. Quarter Ii. Usbility by period c. Oats of deposit d. Amount of deposit

2 Second
a Third '
4 1 Fourth ;;,,',,,,,,..,

5 Total Federal tax deposited (add column d, lines 1 through 4) .. .. _._._._.........

Computation of Tentative Credit- S ee I n s t r u c t i o n S
Stale reporting number Teble payroll Experience rat period Etpert- Contributiona had Contributions pay, Ailitio,-ul CotalbuiltoiKama of Slate sa shown on employer's (As defined in State act) 4 nce rate been 2.7% able at exparience crodit actuivlv paidState contribution returna rate (cal. 3x2.7%) rate (col. 3Xcol. 5) (Cal. orminuscol,7) to State

1 2 3 From-- To- 5 6 7 8 9

10 ...... . .. . ..........tal ..............
-  

--- ----

11 Total tentative credit (add line 10, columns 8 and 9) ................. s.

Credit for contributions you make after
the due date (or extended due date) for filing
Form 940 may not exceed 90 percent of
the amount that would have been allowable
had you paid the contributions by the due
date.

Employers who have been granted an ex-
perience rate lower than 2.7 percent by a
State for the whole or part of the year are
entitled to an "additional credit," which is
equal tothe difference between actual con-
tributions and the amount they would have
been required to contribute at (1) the high.
est rate applied by the State, or (2) 2.7 per-
cent, whichever is lower.

The total credit allowable may not exceed
2.7 percent of taxable wages.

Specific Instructions
Generally, all filers must complete Questions A

and B; Part I; and Part IV if they paid total taxable
wages of $14,000 or more to 3 or more employees
during the year.

If you pay contributions to only one State un-
employment fund, made all State payments by the
due date of Form 940, and all of the FUTA wages
are subject to the State's unemployment fund
taxes, use Part 11. Otherwise, you must complete
Parts III and V.

Part 'I.-Computation of
Taxable Wages

Line I-Total remuneration.-Show the
total remuneration for services you paid em.
ployees during the calendar year, even if it
is not taxable. Include salaries, wages, com.
missions, fees, bonuses, vacation allow-
ances, amounts paid to temporary or part-
time employees, and the value of goods,
lodging, food, and clothing. Show the
amount before any deductions.

How you pay the remuneration is not im-
portant in determining if it is wages. Thus,
you may pay it for piecework or as a percent-
age of profits, and you may pay it hourly.
daily, weekly, monthly, or yearly. You may
pay it in cash or some other way, such as
goods, lodging, food, or clothing. For items
other than cash, use the fair value at time of
payment.

Line 2--Exempt remuneration.-'Wages"
and "employment" as defined for FUTA pur-
poses do not include every payment of re-
muneration and every kind of service an
employee may perform. In general, remu-
neration excluded from wages and remu-
neration for services excepted from employ.
ment are not included in wages subject to
tax. You niay deduct these payments from
total remuneration paid only if you identify
them on line 2.

Show such items as (1) agricultural labor
if you paid cash wages of less than $20,000
for agricultural labor for each calendar quar-
ter in 19 and 19 , and did not employ
10 or more agricultural workers during some
portion of a day during any 20 different
weeks in 19 or 19 , (2) benefit pay-
ments for sickness or injury under a work.
men's compensation law, insurance plan,
and certain employer plans, (3) domes.
tic service if you paid cash wages of less
than $1,000 in each calendar quarter in
19 and 19 , (4) family employment, (5)
certain fishing activities, and (6) any other
exempt payments or services. For more de-
tailed information, see Circular E, Employer's
Tax Guide.

Line 3.-Show the total amount of re-
muneration you paid each employee in
excess of $6,000. For example, you have
10 employees whom you paid $8,000 each
during the year. Show $80,000 on line I and
$20,000 on line 3. The $6,000 wage limita.
tion is for FUTA purposes only. Do not use
the State wage limitation for this entry.

Part II
Use if you made payments to only one

State by the due date of Form 940, and all
your wages shown on line 5 of Part I are
subject to the State's unemployment fund
taxes.

Line 2-Show the FUTA wages (if any)
subject to the unemployment compensation
laws of . (If in'doubt,
ask your local IRS office.) Multiply the wages
by .006. This adjustment is required by
Internal Revenue Code section 3302(c)(2).
If no wages are subject, show "none" on line
2.
Part III

Use if you do not qualify for Part I1.
Line 3 .- Show the smalleramount of (1)

Line 11, Part V-Total tentative credit, or
(2) line 2. Part 111-2.7% of taxable FUTA
wages.

Line 4..-Show the FUTA wages (if any)
subject to the unemployment compensation
laws of the (If in doubt,

[FR Doe. 78-23765 Filed 8-24-78; 8:45 am]

ask your local IRS office.) Multiply the wages
by .006, This reduction in allowable credits
is required by Internal Revenue Code section
3302(c)(2). If no wages are subject, show
"none" on line 4.
Part IV.-Record of

Federal Tax Deposits
Complete this schedule if your total tax

for the year is over $100. To figure your
liability per quarter, multiply by .007 that
part of the first $6,000 of each employee's
yearly wages you paid during the quarter.
Enter the date and the amount of the do.
posit you made for each quarter In columns
c and d. See "Deposit Requirements" on
page 2 for details.

Part V.-Computation of
Tentative Credit

Complete this schedule If: (1) You made
paymehts to the unemployment fund of
more than one State; (2) You did not make
your State payments by the duo date of
Form 940; or (3) Some wages subject to
Federal unemployment tax were exempted
from State taxes. If you have a State experi.
ence rate lower than 2.7% for all or part of
the year, use columns 1 through 9. If you
have no experience rate, use columns 1, 2.
3, and 9 only. If you have a rate of 2,7% or
higher, use columns 1, 2, 3, 4, 5, and 9
only. If you have an experience rate on
part of your payroll, show separately In
columns 1, 2, 3, and 9, that part to which
the rate does not apply. If you were granted
an experience rate for only part of the year
or the rate was changed during the year,
show in the appropriate columns the period
to which each separate rate applied, your
payroll, rate, and required contributions for
each period.

Column 3.--Show the taxable payroll on
which you must pay contributions to the un-
employment funds of the State In column 1.
If the experience rate is zero, show the
amount on which you would have had to pay
contributions if the rate had not boon
granted.

,Column 8.-Subtract the amount In col-
umn 7 from column 6. If zero or less, show
zero (0).

Column 9.-Show the amount of contrl
butions actually paid into the State fund.

Line 10.-Add columns 8 and 9. Credit for
contributions you make after the due date
(or extended due date) for filing Form 940
may not exceed 90 percent of the amount
that would have been allowed had you paid
the contributions by the due date.
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NOTICES

[4810-25]

Office of the Secretary

TRIGGER PRICE MECHANISM COLD FINISHED
BARS REVISION

New Effective Date

I am hereby announcing a change in
the effective date for the revised cold
finished- bar trigger price announced
in the Treasury Department Release
of July 20, 1978 (43 FR 33993, August
2, 1978). The base trigger prices as
shown in footnote I lelow (Le., the
third quafter trigger price for this
product prior to the July 20 revisions)
will continue to apply to cold finished
bars exported through September 30,
1978. The announced fourth quarter
revised base trigger prices will apply to
carbon cold finished bars shipped on
or after October 1.

Applicable 3d 4th quarter base price
TPM page Grade quarter base price applicable to shipments

(per M/T) exported on or after Oct. 1.
1978

12-1.......... Cold finished round bar AISI 1008 381 4C0
to 1029.

12-2 ..................... Cold finished sulphur free cutting 430 521
round bar ALSI 1212 to 1215.

12-3........ . . Cold finished free cutting lead 452 544
round bar 12L14 and 12L15.

[7035-01]
INTERSTATE COMMERCE

COMMISSION

[Notice No. 706]

ASSIGNMENT OF HEARINGS

AUGtST 22, 1978.
Cases assigned for hearing, post-

ponement,. cancellation or oral argu-
ment -appear below and will be pub-
lished only once. This list contains
prospective assignments only and does
not include cases previously assigned
hearing dates. The hearings will be on
the issues as presently reflected in the
Official Docket of the Commission. An
attempt will be made to publish no-
tices of cancellation of hearings as
promptly as possible, but interested
parties should take appropriate steps
to insure that they are notified of can-
cellation or postponements of hearings
in which they are interested.

MC 107012 (Sub-250), North American Van
Lines, Inc., now assigned for continued
hearing- on. October 11, 1978, at Chicago.
IL, is advanced to October 10, 1978 (3V2
days), at Chicago, IL, In a hearing room to
be later designated.

MC 139973 (Sub-29), and MC 139973 (Sub-
38), J. H. Ware Trucking, Inc., now being
assigned August 31, 1978, at the offices of

the Interstate Commerce Commission,
Washington, D.C.

MC 141033 (Sub-36P), Continental Contract
Carrier Corp., now assigned September 12,
1978, at San Francisco, CA. will be held In
Room No. 510. 5th floor, 211 Min Street.

MIC 112822 (Sub-437). Bray Lines, Inc.. now
assigned September 12, 1978, at San Fran-
cIsco, CA. will be held in Room 510. 5th
floor, 211 Main Street.

MC 125996 (Sub-53), Road Runner Truck-
ing, Inc., now assigned September 13,
1978, at San Francisco, CA. will be held In
Room 510. 5th floor. 211 Main Street.

MC 124947 (Sub-98). Machinery Transport.
Inc., now assigned September 15, 1978, at
San Francisco, CA, will be held In Room
510, 5th floor, 211 Main Street

MC 107012 (Sub-259). North American Van
Lines, Inc., now assigned September 18,
1978, at San Francisco. CA, will be held In
Room 510, Sth floor, 211 Main Street.

MC 74321 (Sub-140), B. F. Walker. Inc.. and
MC 125433 (Sub-115). F-B Truck Line Co..
now assigned September 25, 1978, at San
Francisco, CA, will be held in Room 510.
5th floor, 211 Main Street.

MC 144268, Barney Hirson, cLb.a. B. Hirson
Trucking, now assigned September 21.
1978, at San Francisco, CA, will be held in
Room 510,5th floor. 211 Main Stret.

MC 143546. Atlantlc.Marketing Cooperative
Association, now assigned September 14,
1978, at San Francisco, CA. will be held In
Room 510, 5th floor, 211 MaIn Street.

MC 115826 (Sub-301?). W. G. Dlgby. Inc.,
now being assigned for hearing on Novem-
ber 28, 1978 (1 day), at Denver, CO. n a
hearing room to be later designated.

The new effective date Is being es-
tablished since the revised cold fin-
ished bar trigger price represents a
change in a previously announced trig-
ger price and many parties have acted
in reliance on the previously published
trigger price. The Department has
concluded that substantial unfairness
would result If the revised price were
to take effect before October 1. Thus,
the revised cold finished bar prices are
effective on or after October 1 consist-
ent with the previously announced
prices of galvanized sheets, tin plate,
double reduced plate, and others
noted on page 12 of Treasury's July 20
press release, 43 FR 33993.

Dated: August 22, 1978.
Hauy C. STocKEr±, Jr.,

Acting General Counsel.
(FR Doe. 70-23966 Filed 8-24-78; 8:45 am]
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MC 115826 (Sub-295F), W. G. Digby, Inc.,-
now being assigned for hearing on Novem-
ber 28. 1978 (1 day), at Denver, CO. in a
hearing room to be later designated.

MC 57697 (Sub-14), Lester Smith Trucking,
Inc., now being assigned for hearing on
December 4, 1978 (1 week), at Denver, CO,
at the Regency Inn, 3900 Elati, Denver.
CO.

MC 110817 (Sub-25F), R_ L. Farmer & Co.
now being assigned for hearing on Decem-
ber 11, 1978 (1 week), at Denver, CO, in a
hearing room to be later designated.

MC 113843 (Sub-250F). Refrigerated Food
Express Inc., MC 114273 (Sub-34?. Crst,
Inc., and MC 124170 (Sub-80?), Frostways,
nc., now being assigned September 6.

1978 (2 days). at Denver, CO, in Room
3855A, 230 South Dearborn Street-

MC 107012 (Sub-258), North American Van
Lines. Inc.. now being assigned November
13, 1978 (3 days), at Atlanta, GA, in a
hearing room to be later designated.

MC 65941 (Sub-48?), Tower-Lfnes Inc., now
being assigned November 16, 1978 (2 days),
at Atlanta, GA, in a hearing room to be
later designated.

MC 143361 (Sub-IF), Associated Cab Co-
Inc., d.ba. Gray Line of Atlanta, now
being assigned for November 20, 1978 (2
days), at Atlanta. GA. In a bearing room
to be later designated.

MC 120181 (Sub-8), Main Line Hauling Co.
Inc.. now assigned September 12, 1978, at
Jefferson City, MO, is postponed indefl-
nitely.

M G. HoMKE Jr.,
Acting Secretary.

[FR Doc. 78-23980 Filed 8-24-78; 8:45 am]

[7035-01]
[EXPARTE NO. 241; ExemptIon 90; 49th

rev.]

MANDATORY CAR SERVICE RULES

Exemption

To all railroads
It appearing, That certain of the

railroads named below own numerous
50-ft. plain boxcars; that under pres-
ent conditions, there are substantial
surpluses of these cars on their lines;
that return of these cars to the owners
would result in their being stored idle;
that such cars can be used by other
carriers for transporting traffic of-
fered for shipments to points remote
from the car owners; and that compli-
ance with Car Service Rules 1 and 2
prevents such use of these cars, result-
ing in unnecessary loss of utilization
of such cars; and

It further appearing, That there are
substantial shortages of 50-ft. plain
boxcars throughout the country-, that
the carriers Identified In this exemp-
tion by the symbol (%) have 150% or-
more of their ownership of these cars
on their lines; and that such a dispro-
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portionate use of the total supply of
such cars causes shippers served by
other lines to be deprived of their
proper share of such cars.

It is ordered, That, pursuant to the
authority vested in me by Car Service
Rule 19, 50-ft. plain boxcars described
in the Official Railway Equipment
Register, ICCC-RER No. 408, issued
by W. J. Trezise, or successive issues
thereof, as having mechanical designa-
tion "XM", and bearing reporting
marks assigned to the railroads named
below, shall be exempt from provisions
of Car Service Rules 1, 2(a), and 2(b).

Aberdeen & Rockfish Railroad Co.
Reporting Marks: AR

Atlanta & Saint Andrews Bay Railway Co.
Reporting Marks: ASAB

%The Baltimore & Ohio Railroad Co.
Reporting Marks: Be

%Bessem&r & Lake Erie Railroad Co.
Reporting Marks: BLE

Camino, Placerville & Lake Tahoe Rail-
road Co.

Reporting Marks: CPLT
%The Chesapeake & Ohio Railway Co.

Reporting Marks: CO-PM
%Chicago & Illinois Midland Railway Co.

Reporting Marks: CIM
%Chicago. Rock Island & Pacific Railroad

Co.
Reporting Marks: RI-ROCK

City of Prineville
Reporting Marks: COP

The Clarendon & Pittsford Railroad Co.
Reporting Marks: CLP

%Consolidated Rail Corp.
Reporting Marks: CR-DLW-EL-

ERIE-LV-NH-NYC P&E-PAE-PC-
PCA-PRR-RDG-TOC *

%Delaware & Hudson Railway Co.
Reporting Marks: DH

Duluth, Missabe & Iron Range Railway
Co.

Reporting Marks: DMIR
%Florida East Coast Railway Co.

Reporting Karks: FEC
Genessee & Wyoming Railroad Co.

Reporting Marks: GNWR
%Grand Trunk Western Railroad Co.

Reporting Marks: GTW
Greenville & Northern Railway Co.

Reporting Marks: GRN
'Lake Erie, Franklin & Clarion Railroad

Co.
Reporting Marks: LEP

Lenawee County Railroad Co., Inc.
Reporting Marks: LCRC

Louisiana Midland Railway Co.
Reporting Marks: LOAM

Louisville & Wadley Railway Co.
Reporting Marks: LW

Louisville. New Albany & Corydon Rail-
road Co.

Reporting Marks: LNAC
Middletown & New Jersey Railway Co.,

Inc.
Reporting Marks: MNJ

Missouri-Kansas-Texas Railroad Co.
Reporting Marks: BKTY-MKT

New Orleans Public Belt Railroad
Reporting Marks: NOPB

%Norfolk & Western Railway Co.
Reporting Marks: ACY-N&W-NKP-

WAB
Pearl River Valley Railroad Co.

Reporting Marks: PRV

Addition.

NOTICES

Peninsula Terminal Co.
Reporting Marks: PT

Providence & Worcester Co.
Reporting Marks: PW

Raritan River Rail Road Co.
Reporting Marks: RR

Sacramento Northern Railway
Reporting Marks: SN

St. Lawrence Railroad
Reporting Marks: NSL

Sierra Railroad Co.
Reporting Marks: SERA

Terminal Railway, Alabama State Docks
Reporting Marks: TASD

Tidewater Southern Railway Co.
Reporting Marks: TS

Toledo, Peoria & Western Railroad Co.
Reporting Marks: TPW

Vermont Railway, Inc.
Reporting Marks: VTR

WCTU Railway Co.
Reporting Marks: WCTR

%Western Maryland Railway C.
Reporting Marks: VIT

%Western Railway of Alabama
Reporting Marks: WA

Youngstown & Southern Railway Co.
Reporting Marks: YS

Yreka Western Railroad Co.
Reporting Marks: YW

Effective August 15, 1978, and con-
tinuing in effect until further order of
this Commission.

Issued at Washington, D.C., August
11, 1978.

INTERSTATE COMMERCE
CoaxanSSION,

JOEL E. BUNs,
Agent

% Carriers having 150% or more of
ownership on lines.

[FR Doc. 78-23982 Filed 8-24-78; 8:45 am]

[7035-01]

[Notice No. 24]

SPECIAL PROPERTY BROKERS

AUGUST 22, 1978.
The following applicants seek to par-

ticipate in the property broker special
licensing procedure under 49 CFR
1045A authorizing, operations as a
broker at any location, in arranging
for the transportation by motor vehi-
cle, in interstate or foreign commerce,
of property (except household goods),
between all points in the United
States including AK and HI. Any in-
terested person shall file an original
and one copy of a verified statement
in opposition limited in scope to mat-
ters regarding applicant's fitness on or
before September 25, 1978. Statements
must be mailed to: Broker Entry Staff,
Room 2379, Interstate Commerce
Commission, Washington, D.C. 20423.

Opposing parties shall serve one
copy of the statement in opposition
concurrently upon applicant's repre-
sentative, or applicant if no represent--
ative is named.

If an applicant is not otherwise in-
formed by the Commission, it may

commence operation 45 days, after this
notice (Oct. 10, 1978).

NOTICE No. 24

B-78-93, filed August 4, 1978. Appli-
cant: DAVIDSON FORWARDING
CO., a corporation, 698 Fairmount
Avenue, Baltimore, Md. 21204. Repre-
sentative: Henry J. Bouchat, P.O. Box
58, Baltimore, Md. 21203.

B-78-94, filed June 15, 1978. Appli-
cant: UNITED EBONY TRANSPOR-
TATION, INC., 57 Hathaway Street,
Wallington, N.J. 07057. Representa-
tive: Ronald I. Shapss, 450 Seventh
Avenue, New York, N.Y. 10001.

By the Commission.

H. G. Houimr. Jr.,
Acting Secretary.

CFR Doc. 78-23981 Piled 8-24-78:8:45 am]

[7035-01]

[Finance Docket No. 28583 (sub-No. 10F)I

ATCHISON, TOPEKA AND SANTA FE RAILWAY
CO.

Trackage Rights Over tho St. Louis-San Frands-
co Railway Co., Between Tul|a and Oklaho-
ma City, OK

The Atchison, Topeka and Santa Fe
Railway Co. (Santa Fe), 80 East Jack-
son Boulevard. Chicago, IL 60604, rep-
resented by Richard K. Knowlton, vice.
President-Law, of the same address,
gives notice that on the 27th day of
July 1978, it filed with the Interstate
Commerce Commission at Washing-
ton, DC, an application under section
5(2) of the Interstate Commerce Act
for a decision approving and authoriz-
ing the grant of trackage rights to
permit Santa Fe to operate between
Tulsa and Oklahoma City, OK, over
trackage of the St. Louis-San Francis-
co Railway Co. (Frisco). The transac-
tion proposed by Santa Fe Is subject to
the execution of an appropriate agree-
ment between Santa Fe and Frisco.
This application is a major market ex-
tension and has been accepted and as-
signed Finance Docket No. 28583 (Sub-
No. 19F).

This application has been filed in re-
sponse to Finance Docket No. 28583
(Sub-No. IF), Burlington .Northern,
Inc.-Control and Merger-St. Louis-
San Francisco Railway Co. Santa Fe is
seeking the imposition of these track-
age rights as a condition in the event
the BN-Frisco merger Is approved by
the Commission, in order to offset pro-
jected gross revenue losses. This pro-
ceeding will be consolidated with Fi-
nance Docket No. 28583 (Sub-No. iV).

Santa Fe operates approximately
12,531 miles of railroad In the States
of AR, CA, CO, IL, IA, KS, LA, MO,
NE, NM, OK, and TX, Santa Fe Indus-
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NOTICES

tries. Ind., is the sole owner of Santa
Fe.

The trackage involved is approxi-
mately 112.8 miles in length. Santa Fe
will use the line for overhead traffic
and seeks to serve only shippers on
the line already served by Santa Fe.
Santa Fe -will reroute one train per
day in each direction over this route
between Kansas City, MO, and Okla-
homa City, OK. This will relieve con-
gestion between Kansas City, MO, and
Oklahoma City, OK, via Arkansas
City, KS, particularly between Ellinor
and Augusta, KS. Santa Fe will route
the trains between Kansas City, KS,
and Oklahoma City, OK, via its line
between Ottawa, KS. and Tulsa, OK,
and Frisco's line between Tulsa and
Oklahoma City, OK.

Interested persons may participate
formally in a proceeding by submitting
written comments in regard to the ap-
plication. Such submissions shall indi-
cate the proceeding designation (Fi-
nance Docket No. 28583 (Sub-No.
19F)), and the original and two copies
thereof shall be filed with the Secre-
tary, Interstate Commerce Commis-
sion, Washington, DC 20423, not later
than October 10, 1978. Such written
comments shall include the following.
the person's position, e.g., party prot-
estant or party in support, regarding
the proposed transaction; and specific
reasons why approval would or would
not be in the public interest.

This proceeding has been set for oral
hearing. Additionally, interested per-
sons who do not intend to participate
formally in a proceeding but who
desire to comment thereon, may file
such statements and information as
they may desire, subject to the filing
and service requirements specified
herein. Persons submitting written
comments to the Commission shall, at
the same time, serve copies- of such
written comments upon the applicant,
the Secretary of Transportation, the
Attorney General, and- all parties of
record in Finance-Docket No. 28583
(Sub-No. IF).

By the Commission.
H. G. Hosmm, Jr.,

Acting Secretary.
EFR Doc. 78-24090 Filed 8-24-78: 8:45 am]

[7035-01]
[FinancelDocket No. 28583 (Sub-8F)l

CHICAGO & NORTH WESTERN
TRANSPORTATION CO.

Trackage Rights Over Burlington Northern, Inc.,
Between EN ALP. 492.7 at Council Bluffs,
Iowa and BN M.P. 2.16 at BN Junction, Mo.

Chicago &-North Western Transpor-
tation Co. {CNW), represented by
Anne R. Valle, attorney, Chicago &
North Western Transportation Co.,

400 West Madison Street, Room 616,
Chicago, Ill. 60606. filed an application
under section 5(2) of the Interstate
Commerce Act on July 27, 1978, with
the Interstate Commerce Commission
for a decision authorizing and approv-
ing the grant of trackage rights to
permit CNW to operate Its engine and
trains over the tracks of Burlington
Northern, Inc. (BN) between Council
Bluffs, Iowa, and BN Junction. Still-
ings, Mo., via Pacific Junction, Iowa
and St. Joseph, Mo. The transaction:
proposed by CNW is subject to the ex-
ecution of an appropriate agreement
between CNW and BN. This applica-
tion has been accepted and assigned
Finance Dbcket No. 28583 (Sub-8F).

This proceeding has been filed In re-
spone to Finance Docket No. 28583
(Sub-IF), Burlington Northern. Inc.-
Control and Merger-St. Louis-San
Francisco Railway Co. CNW is seeking
the imposition of these trackage rights
as a condition in the event the BN-
Frisco merger is approved by the Com-
mission in order to offset projected
gross revenue losses. This proceeding
will be consolidated with Finance
Docket No. 28583 (Sub-IF).

CNW operates approximately 10,233
miles of railroad In the States of ILli-
nois, Iowa, Kansas, Michigan, Minne-
sota, Missouri, Nebraska, North
Dakota, South Dakota, Wisconsin and
Wyoming.

Under the proposal, CNW would op-
erate between BN milepost 492.70 at
Council Bluffs, Iowa and BN milepost
2.2 at BN Junction, Stillings. Mo., a
distance of approximately 168 miles.
then over MIssouri Pacific trackage to
KC Junction and Into Kansas City.
The proposed route which runs along-
side the Missouri River would make
the distance between Council Bluffs
and Kansas City approximately 197
miles. CNW currently operates be-
tween Council Bluffs, Iowa and
Kansas City, Mo., over its own main-
line track, approximately 411 miles.
via Missouri Valley, Ames Junction
and Des Moines, Iowa, to BN Junction,
then over Missouri Pacific trackage to
KC Junction and then into Kansas
City. This proposal Is a major market
extension.

Interested persons may participate
formally in a proceeding by submitting
written comments regarding the appli-
cation. Such submissions shall indicate
the proceeding designation. (F.D. No.
28583 (Sub-8F)), and the original and
two copies thereof shall be filed with
the Secretary, Interstate Commerce
Commission, Washington, D.C. 20423,
not later than October 10, 1978. Such
written comments shall include the
following: The person's position, eg.,
party protestant or party In support,
regarding the proposed transaction;
and specific reasons why approval
would or would not be in the public In-

terest. This proceeding has been set
for oral hearing. Additionally, inter-
ested persons who do not intend to
participate formally in a proceeding,
but who desire to comment thereon,
may file such statements and informa-
tion as they may desire, subject to the
filing and service requirements speci-
fied herein. Persons submitting writ-
ten comments to the Commission
shall, at the same time, serve copies of
such written comments upon Appli-
cant, the Secretary of Transportation,
the Attorney General and all parties
of record in Finance Docket No. 28583
(Sub-lF).

By the Commission.

H. G. Ho.mmu, Jr,
Acting Secretary.

[FR Doe. 78-24080 Filed 8-24-78; 8.45 am]

[7035-01]

(Finance Docket No. 28583 (Sub-No. 9F)l

CHICAGO & NORTH WESTERN
TRANSPORTATION CO.

Trackage Rights Over Brlngtoon Nodhera, Inc.,
Between East Minneapofls, Minn. and East
Superior, WMs.

Chicago & North Western Transpor-
tation Co. (CNW), represented by
Anne E. Valle. Attorney, Chicago &
North Western Transportation Co.,
400 West Madison Street, Room 616,
Chicago, IIL. 60606, filed an application
under section 5(2) of the Interstate
Commerce Act on July 27,1978, with
the Interstate Commeice Commission
for a decision authorizing and approv-
ing the grant of trackage rights to
permit CNW to operate its engines
and trains over the tracks of Burling-
ton Northern, Inc. (BN) between East
Minneapolis, M nn., and East Superi-
or, Wis. The transaction proposed by
CNW Is subject to the execution of an
appropriate agreement between CNW
and BN. This application has been ac-
cepted and assigned Finance Docket
No. 28583 (Sub-No. 9F).

This proceeding has been filed in re-
sponse to Finance Docket No. 28583
(Sub-No. IF). Burlington Northern,
Inc.--control and merger-St. Louis-
San Francisco Railway Co. CNW is
seeking the imposition of these track-
age rights as a condition in the event
the BN-Frisco merger Is approved by
the Commission in order to offset pro-
jected revenue losses. This proceeding
will be consolidated with Finance
Docket No. 28583 (Sub-No. IF).

CNW operates approximately 10,233
miles of railroad in the States of Ili-
nois, Iowa, Kansas, Mississippi, Michi-
gan, Minnesota, Missouri, Nebraska,
North Dakota, South Dakota, Wiscon-
sin. and Wyoming.

Under the proposal, CNW would op-
erate over BN trackage between BN
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milepost 9.3 at East Minneapolis,
Minn., and BN milepost 10.3 at
Saunders, Wis., then over 5.5 miles of
BN terminal track to a point of con-
nection with CNW trackage at East
Superior, Wis., for a total distance of
approximately 143.8 miles. CNW cur-
rently operates between these points
over its own mainline track, approxi-
mately 171.2 miles, via Northline and
Spooner, Wis.

Interested persons may participate
formally in a proceeding by submitting
written comments regarding the appli-
cation. Such submissions shall indicate
the proceeding designation (Finance
Docket No. 28583 (Sub. No. 9F)), and
the original and two copies thereof
shall be filed with the Secretary, In-
terstate Commerce Commission,
Washington, D.C. 20423, not later
than October 10, 1978. Such written
comments shall include the following:
the person's position, e.g., party prot-
estant or party in support, regarding
the proposed transaction, and specific
reasons why approval would or would
not be in the public interest. This pro-
ceeding has been set for oral hearing.
Additionally, interested persons who
do not intend to participate formally
in a proceeding, but who desire to
comment thereon, may file such state-
ments and information as they may
desire, subject to the filing and service
requirements specified herein. Persons
submitting written comments to the
Commission shall, at the same tine,
serve copies of such written comments
upon Applicant, the Secretary of
Transportation, the Attorney General,
and all parties of record in Finance
Docket No. 28583 (Sub-No. 1F).

By the Commission.
H. G. Holmmu, Jr.,

Acting Secretary.
[FR Doc. 78-24081 Filed 8-24-78; 8:45 am]

[7035-oi]

[Finance Docket No. 28583 (Sub-No. 10F)]

WILLIAM M. GIBBONS, TRUSTEE OF THE PROP-
ERTY OF THE CHICAGO, ROCK ISLAND &
PACIFIC RAILROAD CO., DEBTOR

Trackage Rights Over Burlington Northern, Inc.,
Between Lincoln and Havelock, Nebr.

William M. Gibbons, trustee of the
property of the Chicago, Rock Island
& Pacific Railroad Co., Debtor (Rock
Island),. with general offices at 332
South Michigan Avenue, Chicago, Ill.
60604, represented by Nicholas G.
Manos, trustee's counsel and Martin
Cassell, general counsel, both of the
same address, hereby gives notice that
on July 27, 1978, he filed with the In-
terstate Commerce Commission at
Washington, D.C., an application
under section 5(2) of the Interstate
Commerce Act for a decision approv-

ing and authorizing the grant of track-
age rights to permit Rock Island to op-
erate between Lincoln and Havelock,
Nebr. over trackage of Burlington
Northern, Inc. (BN). The transaction
proposed by Rock Island is subject to
the execution of an appropriate agree-
ment between Rock Island is subject
to the exedution of an appropriate
agreement between Rock Island and
BN. This application has been accept-
ed and assigned Finance Docket No.
28583 (Sub-No. 10F).

This application has been filed in re-
sponse to Finance Docket No. 28583
(Sub-No. IF), Burlington Northern,
Inc.-control and merger-St. Louis-
San Francisco Railway Co. Rock
Island is seeking the imposition of
these trackage rights as a condition in
the event the BN-Frisco merger is ap-
proved by the Commission in order to
offset projected gross revenue losses.
This proceeding will be consolidated
with Finance Docket No. 28583 (Sub-
No. iF).
-Rock Island operates approximately

7,013 miles of railroad in the States of
Arkansas, Colorado, Illinois, Iowa,
Kansas, Louisiana, Minnesota, Missou-
ri, Nebraska, New MexiCo, Oklahoma,
Tennessee, and Texas. Rock Island is
under the sole cohtrol of the U.S. Dis-
trict Court for thd Northern District
,of Illinois, Eastern Division, Judge
Frank J. McGarr, and the trusteeship
of William M. Gibbons.

The trackage involved is approxi-
mately 5 miles in length and would be
used by Rock Island to serve indus-
tries local to BN at Havelock, Nebr.

Interested persons may participate
formally in a proceeding by submitting
written comments in regard to the ap-
plication. Such submissions shall indi-
cate the proceeding designation (F.D.
No. 28583 (Sub-No. 10F)), and the
original and two copies thereof shall
be filed with the Secretary, Interstate
Commerce Commission, Washington,
D.C. 20423, not later than October 10,
1978. Such written comments shall in-
clude the'following: The person's posi-
tion, e.g., party protestants or party in
support, regarding the proposed trans-
action; and specific reasons why ap-
proval would or would not be in the
public interest. This proceeding has
been set for oral hearing. Additionally,
interested persons who do not intend
to participate formally in a proceeding
but who desire to comment thereon,
may file such statements and informa-
tion as they may desire, subject to the
filing and service requirements speci-
fied herein. Persons submitting writ-
ten comments to the Commission
shall, at the same time, serve copies of
such written comments upon Appli-
cants, the Secretary of Transporta-
tion, the Attorney General and all par-
ties of record in Finance Docket No.
28583 (Sub-No. IF).

By the Commission.
H. G. Hor.mi, Jr.,

Acting Secretary.
[FR Doec. 78-24082 Filed 8-24-78; 8:45 aml

[7035-0111

[Finance Docket No. 28583 (Sub.No. I1Fl

WILLIAM I. GIBBONS, TRUSTEE OF THE PROP-
ERTY OF THE CHICAGO, ROCK ISLAND &
PACIFIC RAILROAD CO., DEBTOR

Trackage Rights Over the Colorado & Southern
Railway Co., Between Denver and Golden,
Colo.

William M. Gibbons, trustee of the
property of the Chicago, Rock Island
& Pacific Railroad Co., Debtor (Rock
Island), with general offices at 332
South Michigan Avenue, Chicago, Ill.
60604, represented by Nicholas G.
Manos, trustee's counsel and Martin
Cassell, general counsel, both of the
same address, hereby gives notice that
on July 27, 1978, he filed vth the In-
terstate Commerce Commission at
Washington, D.C4 20423, an applica-
tion under section 5(2) of the Inter-
state Commerce Act, for a decision ap-
proving and authorizing the grant of
trackage rights to permit Rock Island
to operate between Denver and
Golden, Colo., over the trackage of the
Colorado & Southern Railway Co.
(C&S). C&S is a subsidiary of Burling-
ton Northern, Inc. The transaction
proposed by Rock Island Is subject to
the execution of an appropriate agree-
ment between Rock Island and C&S.
This application Is a major market ex-
tension and has been accepted and as-
signed Finance Docket No. 28583 (Sub-
No. 11F).

This application has been filed In re-
sponse to Finance Docket No. 28583
(Sub-No. IF), Burlington, Northern,
Inc.-control and merger-St. Louis-
San Francisco Railway Co. Rock
Island Is seeking the Imposition of
these trackage rights as a condition In
the event the BN-Frisco merger is ap-
proved by the Commission In order to
offset projected gross revenue losses.
This proceeding will be consolidated
with Finance Docket No. 28583 (Sub-
No. IF).

Rock Island operates approximately
7,013 miles of railroad In the States of
Arkansas, Colorado, Illinois, Iowa,
Kansas, Louisiana, Minnesota, Missou-
ri, Nebraska, New Mexico, Oklahoma,
Tennessee, and Texas. Rock Island Is
under the sole control of the U.S. Dis-
trict Court for the Northern Distrist
of Illinois, Eastern Division, Judge
Frank J. McGarr, and the trusteeship
of William M. Gibbons.

The trackage Involved In approxi-
mately 13 miles in length and would
be used by Rock Island to serve all in-
dustries along the line.
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Interested persons may participate
formally in a proceeding by submitting
written comments in regard to the ap-
plication. Such submissions shall indi-
cate the -proceeding designation (Fi-
nance Docket No. 28583 "(Sub-No.
11F)) and the original and two copies
thereof shall be filed with the Secre-
tary, Interstate Commerce Commis-
sion, Washington, D.C. 20423, not later
than October--10, 1978. Such written
comments shall.include the following.
the person's position, e.g., party prot-
estant or party in support, regarding
the proposed transaction; and specific
reasons why approval would or would
not be in the public interest. This pro-
ceeding has been set for oral hearing.
Additionally, interested persons who
do not intend to participate formally
in a proceeding but who desire to com-
ment thereon, may file such state-
ments and information as they may
desire, subject to the filing and service
requirements specified herein. Persons
submitting written comments to the
Commission shall, at the same time,
serve copies of such written comments
upon applicant, the Secretary of
Transportation, the Attorney General
and all parties of record in Finance
Docket No. 28583 (Sub-No. 1F).

By the Commission.

EL G. Hozin Jr.,
Acting Secretary.

[FR Doc. 78-24083 Filed 8-24-78; 845 am]

[7035-011

[Finance Docket No. 28583 (Sub-No. 12F)]

WILLIAM M. GIBBONS, TRUSTEE OF THE PROP-
ERTY OF THE CHICAGO, ROCK ISLAND &
PACIFIC RAILROAD CO., DEBTOR

Trackage Rights-Over Burlington Northern, Inc.,
Between Ottawa and Streator, Il.

William M. Gibbons, trustee of the
property of the Chicago, Rock Island
& Pacific Railroad Co., Debtor (Rock
Island), with general offices at 332
South Michigan Avenue, Chicago, Ill.
60604, represented by Nicholas G.
Manos, Trustee's counsel and Martin
Cassell, general counsel, both of the
same address, hereby gives notice that
on July 27, 1978, he filed with the In-
terstate Commerce Commission, at
Washington, D.C., an application
under section 5(2) of the Interstate
Commerce Act for a decision approv-
ing and authorizing the grant of track-
age rights to permit Rock Island oper-
ate between Ottawa and Streator, Ill.,
over trackage of Burlington Northern,
Inc. (BN). The transaction proposd by
Rock Island is subject to the execution
of an appropriate agreement- between
Rock Island and BN. This application
has been accepted and assigned Fi-
nance Docket No. 28583 (Sub-No. 12F).

This application has been filed in re-
sponse to Finance Docket No. 28583
(Sub-No. IF), Burlington Northern,
Inc.--control and merger-St. Louis-
San Francisco Railway Co., Rock
Island is seeking the imposition of
these trackage rights as a condition in
the event the BN-Frisco merger Is ap-
proved by the CommiIIon In order to
offset projected gross revenue losses.
This proceeding will be consolidated
with Finance Docket No. 28583 (Sub-
No. IF).

Rock Island operates approximately
7,013 miles of railroad in the States of
Arkansas, Colorado, Illinois, Iowa,
Kansas, Louisiana, Minnesota, issou-
ri, Nebraska, New Mexico, Oklahoma,
Tennessee, and Texas. Rock Island is
under the sole control of the US. Dis-
trict Court for the Northern District
of Illinois., Eastern Division, Judge
Frank.J. McGarr. and the trusteeship
of Wiliam 1vL Gibbons.

The trackage Involved Is approxi-
mately 17 miles In length and would
be used by Rock Island to serve indus-
tries local to BN at Ottawa, Ill. Rock
Island would also use the trackage to
connect with the Consolidated Rail
Corp., at Streator. Ill.

Interested persons may participate
formally in a proceeding by submitting
written comments In regard to the ap-
plication. Such submissions shall Indi-"
cate the proceedings designation (F. D.
No. 28583 (Sub-No. 12F)), and the
original and two copies thereof shall
be filed with the Secretary, Interstate
Commerce CommisIon, Washington
D.C. 20423, not later than October 10,
1978. Such written comments shall In-
clude the following: the person's posi-
tion, e.g., party protestant or party In
support, regarding the proposed trans-
action; and specific reasons why ap-
proval would or would not be In the
public interest. This proceeding has
been set for oral hearing. Additionally,
interested persons who do not intend
to participate formally In a proceeding
but who desire to comment thereon,
may fife such statements and Informa-
tion as they may desire, subject to the
filing and service requirements speci-
fled herein. Persons submitting writ-
ten comments to the Commission
shall, at the same time, serve copies of
such written comments upon appli-
cant, the Secretary of Transportation,
the Attorney General and all parties
of record In Finance Docket No. 28583
(Sub-No. IF).

By the Commission.

HL G. Ho~n , Jr.
ActingSecretary.

[FR Doc. 78-24084 Fied 8-24-78: 8:45 am

[7035-011

(Finance Docket No. 28583 (Sub 13F)l

STANLEY E. G. HILMAN, TRUSTEE OF THE
PROPERTY OF CHICAGO, MILWAUKEE, ST.
PAUL & PACIFIC RAILROAD CO., DEBTOR

Trackage Rights over Burington Northern, Inc,
Belween Terry, Mont., and Spokane, Wash.

Stanley . G. Hillman, trustee of the
property of Chicago. Milwaukee, St.
Paul & Pacific Railroad Co., debtor
(Milwaukee Road), 516 West Jackson
Boulevard, Chicago, Ill 60606, repre-
sented by Thomas EL Plos, general so-
licitor, and William C. Sippel, attor-
ney, each of the foregoing address,
hereby gives notice that on July 27,
1978. he filed with the Interstate Com-
merce Commission at Washington,
D.C., an application under section 5(2)
of the Interstate Commerce Act for an
order approving and authorizing a
grant of trackage rights to permit the I
Milwaukee Road to operate its own lo-
comotives, cars and trains with its own
crews between Terry, Mont., and Spo-
kane, Wash., over trackage of Burling-
ton Northern, Inc. (EN). a distance of
approximately 1,181.07 miles. A grant
of trackage rights to BN over Milwau-
kee Road trackage between Three
Forks, Mont., and Silver Bow, Mont.,
is contemplated. The transaction pro-
posed by Milwaukee Road is subject to
the execution of an appropriate agree-
ment between Milwaukee Road and,
BN. This application is a major 4
market extension and has accepted
and assigned Finance Docket No.
28583 (Sub-13F). 4

This application has been filed in re-
sponse to Finance Docket No. 28583 3
(Sub-IF), Burlington Northern, Inc.--
control and merger-St. LouisSan
Francisco Railway Co. It will be con-
solidated with Finance Docket No.
28583 (Sub-IF). Milwaukee Road is I
seeking imposition of these trackage I
rights as a condition in the event the
BN-Frisco merger is approved by th"
Commission in order to reduce its op-
erating costs.

Milwaukee Road operates approxi-
mately 9,891 miles of railroad in the
States of Idaho, Illinois, Indiana,
Iowa, Kansas, Kentucky, Michigan,
Minnesota, Missouri, Montana, Ne-
braska, North Dakota, Oregon, South
Dakota. Washington, and Wisconsin.
Milwaukee Road s under the sole con-
trol of the U.S. District Court for the
Northern District of Illinois, Eastern
Division, Judge Thomas R. McMillen,
and the trusteeship of Stanley E. G.
Huiman. The Chicago Milwaukee
Corp. owns 96 percent of Milwaukee
Road's outstanding stock.

Interested persons may participate
formally in a proceeding by submitting
written comments In regard to the ap-
plication. Such submissions shall indi-
cate the proceeding designation (Fi-
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nance Docket No. 28583 (Sub-13F)),
and the original and two copies there-
of shall be filed with the Secretary, In-
terstate Commerce Commission,
Washington, D.C. 20423, not later
than October 10, 1978. Such written
comments shall include the following:
The person's position, e.g., party prot-
estant or party in support, regarding
the proposed transaction; and specific
reasons why approval would or would
not be in the public interest. This pro-
ceeding has been set for oral hearing.
Additionally, interested persons who
do not intend to participate formally
in a proceeding but who desire to com-
ment thereon, may file such state-
ments and information as they may
desire, subject to the filing and service
requirefnients specified herein. Persons
submitting written comments to the
Commission shall, at the same time,
serve copies of such written comments
upon Applicant, the Secretary of
Transportation, the Attorney General,
and all parties of record in Finance
Docket No. 28583 (Sub-IF).

By the Commission.

H. G. HoanmE, Jr.,
Acting Secretary.

[FR Doc. 78-24085 Filed 8-24-78; 8:45 am]

[7035-o1]
[Finance Docket No. 28583 (Sub-No. 14F)

STANLEY E. G. HILLMAN, TRUSTEE OF THE
PROPERTY OF CHICAGO, MILWAUKEE, ST.
PAUL & PACIFIC RAILROAD CO., DEBTOR

Trackage Rights Over Burlington Northern, Inc.,
Between Tacoma and Chehalis, Wash.

Stanley E. G. Hillman, trustee of the
property of Chicago, Milwaukee, St.
Paul & Pacific Railroad Co., debtor
(Milwaukee Road), 516 West Jackson
Boulevard, Chicago, Ill. 60606, repre-
sented by Thomas H. Ploss, general so-
licitor, and William C. Sippel, attor-
ney, each of the foregoing address,
hereby gives notice that on July 27,
1978, he filed with the Interstate Com-
merce Commission at Washington,
D.C., an application under section 5(2)
of the Interstate Commerce Act for an
order approving and authorizing a
grant of trackage rights to permit the
Milwakee Road to operate its own lo-
comotives, cars, and trains with its
own crews between Tacoma and Che-
halls, Wash., over trackage of Burling-
ton Northern, Inc. (BN), a distance of
approximately 62.7 miles. The transac-
tion proposed by Milwaukee Road is
subject to the execution of an 'appro-
priate agreement between Milwaukee
Road and BN. This application is a
major market extension and has been
accepted.and assigned Finance Docket
No. 28583 (Sub-No. 14F).

This application has been filed in re-
sponse to Finance Docket No. 28583

(Sub-iF), Burlington Northern, Inc.-
Control and Merger-St. Louis-San
Francisco Railway Company. It will be
consolidated with Finance Docket No.
28583 (Sub-iF). Milwaukee Road is
seeking imposition of these trackage
rights as a condition in the event the
BN-Frisco merger is approved by the
Commission in order to reduce its op-
erating costs and gain additional rev-
enues which Would enhance its reorga-
nization on an income basis.

Milwaukee Road operates approxi-
mately 9,891 miles of railroad in the
States of Idaho, Illinois, Indiana,
Iowa, Kansas, Kentucky, Michigan,
Minnesota, Missouri, Montana, Ne-
braska, North Dakota, Oregon, South
Dakota, Washington, and Wisconsin.

Milwaukee Road is under the sole
control of the U.S. District Court for
the Northern District of Illinois, East-
ern Division, Judge.Thomas R. McMlil-
len, and the trusteeship of Stanley E.
G. Hillman. The Chicago Milwaukee
Corp. owns 96 percent of the Milwau-
kee Road's outstanding stock,

Interested persons may participate
formally in a proceeding by submitting
written comments in regard to the ap-
plication. Such submissions shall indi-
cate the proceeding designation (F.D.

-No. 28583 (Sub-14F)). and the original
and two copies thereof shall be filed
with the Secretary, Interstate Com-
merce Commission, Washington, D.C.
20423, not later than October 10, 1978.
Such written comments shall include
the following: the person's position-
e.g., party protestant or party in sup-
port, regarding the proposed transac-
tion-and specific reasons why approv-
al would or would not be in the public
interest. This proceeding has been set
for oral hearing. Additionally, inter-
ested persons who do not intend to
participate formally in a proceeding
but who desire to comment thereon,
may file such statements and informa-
tion as they may desire, subject to the
filing and-service requirements speci-
fied herein. Persons submitting writ-
teen comments to the Commission
shall, at the same time, serve copies of
such written comments upon appli-
cant, the Secretary of Transportation,
the Attorney General, and all parties
of record in Finance Docket No. 28583
(Sub-IF).

By the Commission
H. G. Hor=, Jr.,

Acting Secretary.
[FR Doc. 78-24086 Filed 8-24-78; 8:45 am]

[7035-01]

(Finance Docket No. 28583 (Sub-1OF)]

STANLEY E. G. HILLMAAN, TRUSTEE OF THC
PROPERTY OF CHICAGO, MILWAUKEE, ST.
PAUL & PACIFIC RAILROAD CO., DEBTOR

Trackage Rights-Over Burlington Northern,
Inc., Betweon Council Bluffs, Iowa, and
Kansas City, Mo.

Stanley E. G. Hillman, trustee of th,
property of Chicago, Milwaukee, St.
Paul & Pacific Railroad Co., debtor
(Milwaukee Road), 516 West Jackson
Boulevard, Chicago, Ill. 60606, repre.
sented by Thomas H. Ploss, general so.
licitor, and William C. Sippel, attor-
ney, each of the foregoing address,
hereby gives notice that on July 27,
1978, he filed with the Interstate Com-
merce Commission at Washington,
D.C., an application under section 5(2)
of the Interstate Commerce Act for an
order approving and authorizing a
grant of trackage rights to permit the
Milwaukee Road to operate Its own en.
gines, trains, and crews between Coun-
cil Bluffs, Iowa, and Kansas City, Mo.,
over trackage of Burlington Northern,
Inc. (BN), a distance of approximately
186.69 miles, for bridge purposes only,
The transaction proposed by Milwau-
kee Road is subject to the execution of
an appropriate agreement between
Milwaukee Road and BN. This appli-
cation is a major market extension
and has been accepted and assigned
Finance Docket No. 28583 (Sub-16).

This application has been filed in re-
sponse to Finance Docket No. 28583
(Sub-iF), Burlington Northern, Inc.-
Control and Merger-St. Louis.San
Francisco Railway Co. It will be con-
solidated with Finance Docket No.
28583 (Sub-IF). Milwaukee Road is
seeking imposition of these trackage
rights as a condition in the event the
BN-Frisco merger is approved by the
Commission in order to reduce Its op-
erating and maintenance expenses.

Milwaukee Road operates approxi-
mately 9,891 miles of railroad in the
States of Idaho, Illinois, Indiana,
Iowa, Kansas, Kentucky, Michigan,
Minnesota, Missouri, Montana, Ne-
braska, North Dakota, Oregon, South
Dakota, Washington, and Wisconsin.

-Milwaukee Road is under the sole con-
trol of the U.S. District Court for the
Northern District of Illinois, Eastern
Division, Judge Thomas R. McMillen,
and the trusteeship of Stanley E. G.
Hillman. The Chicago Milwaukee
Corp. owns 96 percent of the Milwau-
kee Road's outstanding stock.

Interested persons may participate
formally in a proceeding by submitting
written comments In regard to the ap-
plication. Such submissions shall Indi.
cate the proceeding designation (Fi-
nance Docket No. 28583 (Sub-1OF)),
and the original and two copies there-
of shall be filed with the Secretary, In-
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terstate Commerce Commission,
Washington, D.C. 20423, not later
than October 10, 1978. Such written
comments shall include the following:
the person's position-e.g., party prot-
estant or party in support, regarding
the proposed transaction-and specific
reasons why approval would or would
not be in the public interest. This pro-
ceeding has been set for oral hearing.
Additionally, interested persons who
do not intend to participate formally
in a proceeding but who desire to com-
ment thereon, may file such state-
ments and information as they may
desire, subject to the filing and service
requirements specified herein. Persons
submitting written comments to the
Commission shall, at the same time,
serve copies of such written comments
upon applicant, the Secretary of
Transportation, the Attorney General,
and all parties of record in Finance
Docket No. 28583 (Sub-iF).

By the Commission.

H. G. Homs, Jr.,
Acting Secretary.

[FR Doc. 78-24087 Filed 8-24-78; 8:45 am]

[7035-01]

[Finance Docket No. 28583 (Sub-17F]

STANLEY E. G. HILLMAN, TRUSTEE OF THE
PROPERTY OF CHICAGO, MILWAUKEE, ST.
PAUL, AND PACIFIC RAILROAD CO.,
DEBTOR

Trackage Rights-Over Burlington Northern,
Inc., Between Bellingham and Cherry Point,
Wash.

Stanley E. G. Hillman, Trustee of
the Property of Chicago, Milwaukee.
St. Paul, and Pacific Railroad Co.,
Debtor (Milwaukee Road), 516 West
Jackson Boulevard, Chicago, Ill. 60606.
represented by Thomas H. Ploss, Gen-
eral Solicitor, and William C. Sippel,
Attorney, each of the foregoing ad-
dress, hereby gives notice that on July
27, 1978, he -filed with the Interstate
Commerce Commission at Washing-
ton, D.C., an application under section
5(2) of the Interstate -Commerce Act
for a decision approving and authoriz-.
ing a grant of trackage rights to
permit the Milwaukee Road to operate
its own trains, with its own locomo-
-tives and crews between Bellingham
and Cherry Point, Wash., over track-
age of Burlington Northern, Inc. (BN)..
a distance of approximately 22 miles.
The transaction proposed by Milwau-
kee Road is subject to the execution of
an appropriate agreement between
Milwaukee Road -and "BN. This appli-
cation has been accepted and assigned
Finance Docket No. 28583 (Sub-YIF).

This application has been filed in re-
sponse to Finance Docket No. 28583
(Sub-iF), Burlington Northern. Inc.-
Control and "Merger-St. Louis-San

Francisco Railway Co. It will be con-
solidated with Finance Docket No.
28583 (Sub-IF). Milwaukee Road is
seeking imposition of these trackage
rights as a condition In the event the
BN-Frisco merger is approved by the
Commission in order to Improve Its fi-
nancial viability by reducing operating
and maintenance expenses.

Milwaukee Road operates approxi.
mately 9,891 miles of railroad In the
States of Idaho, Illinois, Indiana,
Iowa, Kansas, Kentucky, Michigan.
Minnesota, Missouri, Montana, Ne-
braska, North Dakota, Oregon. South
Dakota, Washington, and Wisconsin.

Milwaukee Road is under the sole
control of the U.S. District Court for
the Northern District of Illinois, East-
.ern Division, Judge Thomas R. McMil.
len. and the trusteeship of Stanley E.
G. Hillman. The Chicago Milwaukee
Corp. owns 96 percent of the Milwau-
kee Road's outstanding stock.

Interested persons may participate
formally in a proceeding by submitting
written comments in regard to the ap-
plication. Such submissions shall indi-
cate the proceeding designation (F.D.
28583 (Sub-17F)), and the original and
two copies thereof shall be filed with
the Secretary, Interstate Commerce
Commission, Washington, D.C. 20423.
not later than October 10. 1978. Such
written comments shall include the
following The person's position, e.g..
party protestant or party in uupport,
regarding the proposed transaction:
and specific reasons why approvfl
would or would not be in the public In-
terest. This proceeding has been set
for oral hearing. Additionally. inter-
ested persons who do not intend to
participate formally in a proceeding
but who desire to comment thereon,
may file such statements and informa-
tion as they may desire, subject to the
filing and service requirements speci-
fied herein. Persons submitting writ-
ten comments to the Commission
shall, at the same time, serve copies of
such written comments upon the ap-
plicant, the Secretary of Transporta-
tion, the Attorney General and all par-
ties of record In Finance Docket No.
28583 (Sub-IF).

By the Commission.

H. G. Ho:.z. Jr..
Acting Secretary.

[FR Doc. 78-24088 Filed 8-24-78:8:45 nal

[7035-01] -

(Finance Docket No. 28583 (Sub-TFIl

ILLINOIS CENTRAL GULF RAILROAD CO.

Trackage Rights Over the St. Louis-San Francis-
co Railway Co. Between Memphis, Tenn. and
Jasper, Ala.

Illinois Central Gulf Railroad Co.
(ICG), 233 North Michigan Avenue.

Chicago. IMI. 60601. represented by
Howard D. Koontz. Senior General So-
licitor, hereby gives notice that on
July 27. 1978, ICG filed with the Inter-
state Commerce Commission an appli-
cation under section 5(2) of the Inter-
state Commerce Act for a decision au-
thorizing and approving the grant of
trackage rights to permit ICG to oper-
ate over the line of the St. Louis-San
Francisco Railway Co. (Frisco) be-
tween Memphis, Tenn.. and Jasper.
Ala.. as a condition to the proposed
merger of the Frisco and Burlington
Northern, Inc. (BN). The transaction
proposed by ICG is subject to the ex-
ecution of an appropriate agreement
between ICG and BN. This application
has been accepted and assigned Fi-
nance Docket No. 28583 (Sub-7F).

This proceeding has been filed in re-
sponse to Finance Docket No. 28583
(Sub-IF), Burlington Northern. Inc.-
Control and Merger-St. Louis-San
Franciscb Railway Co. ICG is seeking
the imposition of these trackage rights
as a condition in the event the BN-
Frisco merger is approved by the Com-
mission in order to offset projected
gross revenue losses. This proceeding
will be consolidated with Finance
Docket No. 28583 (Sub-IF).

ICG operates approximately 8,948
miles of railroad in the states of Ala-
bama. Illinois, Indiana, Iowa, Ken-
tucky, Louisiana, Minnesota, Mississip-
pi. Missouri. Nebraska, South Dakota,
Tennessee, and Wisconsin. IC Indus-
tries. Inc., controls ICG through own-
ership of 100 percent of ICG's out-
standing common stock.

ICG seeks trackage rights ofer the
line of the Frisco between Memphis,
Tenn. and Jasper, Ala., a distance of
approximately 209.9 miles. ICG would
not serve any station on the line of the
Frisco which is not already served by.
ICG. Under the trackage rights re-
quested, ICG would have the right to
pick up and set out cars at Memphis.
Tenn., Tupelo, Miss., Holly Springs,
Miss.: New Albany, Miss., Jasper, Ala.;
and at any other common point cre-
ated as a result of future mergers or
consolidations involving either the
proposed merged company (BN) or
ICG. This proposal is a major market -
extension.

Interested persons may participate
formally in a proceeding by submitting
written comments in regard to the ap-
plication. Such submissions shall indi-
cate the proceeding designation F.D.
No. 28583 (Sub-7F)), and the original
and two copies thereof shall be filed
with the Secretary, Interstate Com-
merce Commission, Washington, D.C.
20423. not later than October 10, 1978.
Such written comments shall include
the following: the person's position,
e.g.. party protestant or party in sup-
port, regarding the proposed transac-
tion: and specific reasons why approv-
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al would or would not be in the public
interest. This proceeding has been set
for oral hearing. Additionally, inter-
ested persons who do not intend to
participate formally in a proceeding
but who desire to comment thereon,
may file such statements and informa-
tion as they may desire, subject to the
filing and service requirements speci-
fied herein. Persons submitting writ-
ten comments to the Commission
shall, at the same time, serve copies of
such written comments upon, Appli-
cant, the Secretary of Transportation,
the Attorney General and all parties
of record in Finance Docket No. 28583
(Sub-IF).

By the Commission.

H. G. HOMME, Jr.,
Acting Secretary.

[FR Doc. 78-24079 Filed 8-24-78: 8:45 am]

[7035-01]

[Finance Docket No. 28583r (Sub-No. 3F)

SOO LINE RAILROAD CO.

Trackage Rights Over Burlington Northern, Inc.,
Between McGregor, Minn., and Superior, Wis.

Soo Line Railroad Co. (Soo), a Min-
nesota corporation, with general of-
fices at 804 Soo Line Building. P.O.
Box 530, Minneapolis, Minn. 55440.
Represented by F. W. Crouch, Vice
President and General Counsel, and
Robert G. Gehrz, General Solicitor,
each of the foregoing address, hereby
gives notice that on the 26th day of
July 1978, it filed with the Interstate
Commerce Commission at Washing-
ton, D.C., an application under section
5(2) of the Interstate Commerce Act
for a decision approving and authoriz-
ing the grant of trackage rights to
permit Soo Line to operate its own lo-
comotives, cars and trains with its own
crews for "bridge" purposes only be-
tween McGregor, Minn., and Superior,
Wis., over trackage of Burlington
Northern, Inc. (BN), and to construct
appropriate connections at McGregor
and Superior, Wis, The transaction
proposed by Soo Line is subject to the
execution of an appropriate agree-
ment between Soo Line and BN. This
application has been accepted and as-
signed Finance Docket No. 28533 (Sub-
No. 3F).

This application has been filed in re-
sponse to Finance Docket No. 28583
(Sub-No. IF), Burlington Northern,
Inc.-Control and Merger-St. Louis-San
Francisco Railway Co. Soo Line is
seeking the imposition of these track-
age rights as a condition in the event
the BN-Frisco merger is approved by
the Commission in order to offset pro-
jected gross revenue losses. This pro-
ceeding will be consolidated with Fi-
nance Docket No. 28583 (Sub-No. 1F).

Soo Line operates approximately
4.588 miles of railroad in the States of
Illinois, Minnesota, Michigan. Mon-
tana. North Dakota, South Dakota.
and Wisconsin. Canadian Pacific Lim-
ited (CP) controls Soo Line and had
the right to vote 56.23 percent of Soo
Liie's common stock, as of March 10.
1978. Soo Line is operated indepen-
dently of CP.

The trackage involved is approxi-
mately 69 miles in length and would
be used by Soo Line only for overhead
traffic. Soo Line would not serve any
local industries located cn the line be-
tween McGregor, Minn., and Superior.
Wis.

Interested persons may participate
formally in this proceeding by submit-
ting written comments in regard to
the application. Such submissions
shall indicate the proceeding designa-
tion (F. D. No. 28583 (Sub-No. 3F)).
and the original and two copies there-
of shall be filed with the Secretary. In-
terstate Commerce Commission.
Washington, D.C. 20423. not later
than October 10, 1978. Such written
comments shall include the following:
The person's position, e.g., party prot-
estant or party in support, regarding
the proposed transaction; and specific
reasons why approval would or would
not be in the public interest. This pro-
ceeding has been set for' oral hearing.
Additionally, interested persons who
do not,,intend to participate formally
in a proceeding, but who desire to

-comment thereon, may file such state-
ments and information as they may
desire, subject to the filing and service
requirements specified herein. Persons
submitting written comments to the
Commission shall, at the same time,
serve copies of such written comments
upon Applicant, the Secretary of
Transportation, Attorney General,
and all parties of record in Finance
Docket No. 28583 (Sub-No. IF).

By the Commission.

H. G, HOmME, Jr..
Acting Secretary.

[FR Doc. 78-24075 Piled 8-24-78: 8.45 am]

[7035-01]

[Finance Docket I-o. 28583 (Sub-4F)]

SOO LINE RAILROAD CO.

Trackage Rights Over Burlington Northern, Inc.,
Between Paynesville, Minn., and Superior, Wis.

Soo Line Railroad Co. (Soo Line), a
Minnesota corporation, with general
offices at 804 Soo Line Building. P.O.
Box 530, Minneapolis, Minn. 55440,
represented by F. W. Crouch, Vice
President and General Counsel, and
Robert G. Gehrz, General Solicitor,
each of the foregoing address, hereby
gives notice that on the 26th day of
July 1978, it filed with the Interstate

Commerce Commission at Washilg-.
ton, D.C.. an application under section
5(2) of the Interstate Commerce Act
for a decision approving and authoriz-
ing the grant of trackage rights to
permit Soo Line to operate Its own lo.
comotives, cars and trains with Its o\\ n
crews for -bridge" purposes only be.
tween Paynesville, Mlinn., and Supuri.
or, Wis.. over trackage of Burlington
Northern, Inc. (BN), and to construct
an appropriate connection at Superior.
Wis. The transaction proposed by Soo
Line Is subject to the execution of an
appropriate agreement between Soo
Line and BN. This application has
been accepted and assigned Finance
Docket No. 28583 (Sub-4F).

This application has been filed In re-
sponse to Finance Docket No. 28583
(Sub-IF), Burlington Northern. Inc.-
Control and Merger-St. Louis-San
Francisco Railway Co. Soo Line Is
seeking the imposition of these track.
age rights as a condition in the event
the BN-Frisco merger Is appromed by
the Commission In order to offset pro.
jected gross revenue losses. This pro-
ceeding will be consolidated with Fi.
nance Docket No. 28583 (Sub-IF).

Soo Line operates approximately
4.588 miles of railroad in the States of
Illinois, Michigan, Minnesota, Mon-
tana. North Dakota, South Dakota.
and Wisconsin. Canadian Pacific Lim.
ited (CP) controls Soo Line and had
the right to vote 56.23 percent of Soo
Line's common stock, as of March 10,
1978. Soo Line is operated indc.pen.
dently of CP. The trackage in% olved Is
approximately 162 miles in length and
would be used by Soo Line only for
overhead traffic. Soo Line would not
serve any local industries located on
the line between Paynesville. Minn.
and Superior, Wis.

Interested persons may participate
formally in this proceeding by submit.
ting written comments in regard to
the application. Such subrals,.ions
shall indicate the proceeding dfI.'na-
tion (F.D. No. 28583 (Sub-4F)), and the
original and two copies therkof :.hall
be filed with the Secretary. Inters:tate
Commerce Commission. Washington,
D.C. 20423, not later than October li,
1978. Such written comments -hall In.
clude the following: The peron's poA.
tion. e.g., party protestant or part% ini
support, regarding the propowed tran.
action: and specific reasons why ap.
proval would or would not be In the
public interest. This proceeding has
been set for oral hearing. Additionally,
interested persons who do not Intend
to participate formally in a proceeding
but who desire to comment thereon,
may file such statements and informa-
tion as they may desire, subject to the
filing and service requirements sp, cl-
fied herein. Persons submitting writ.
ten comments to the Commisslon
shall, at the same time, serve copies of
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such written comments upon the ap-
plicant, the Secretary of Transporta-
tion,'the Attorney General and all par-
ties of record in Finance Docket No.
28583 (Sub-iF).

By the Commission.

H. G. Hosna, Jr.,
Acting Secretary.

[FR Doc. 78-24076 Filed 8-24-78; 8:45 am]

[7035-01]

[Finance Docke tNo. 28583 (Sub-5F)]

SOO LINE RAILROAD CO.

Trackage Rights Over Burlington Northern, Inc.,
Between Schley (Soo Junction), Minn. and
Superior, Vis.

Soo Line Railroad Co. (Soo Line), a
Minnesota corporation, with general
offices at 804 Soo Line Building, P.O.
Box 530, Minneapolis, Minn. 55440
represented by F. W. Crouch, vice
president and general counsel, and
Robert G. Gehrz, general solicitor,
each of the foregoing- address, hereby
gives notice that on the 26th day of
July 1978, it filed with the Interstate
Commerce Commission at Washing-
ton, D.C. an application under section
5(2) of the Interstate Commerce Act
for a decision approving and authoriz-
ing the grant of trackage rights to
permit Soo Line to operate its own lo-
comotives, cars and trains with its own
crews for "bridge" purposes only be-
t*een Schley (Soo Junction), Minn.,
and Superior, Wis., over trackage of
Burlington Northern, Inc. (BN), and
to construct an appropriate connec-
tion at Superior, Wis. The transaction
proposed by Soo Line is subject to the
execution of an appropriate agree-
ment between Soo Line and BN. This
application has been accepted and as-
signed Finance Docket No. 28583 (Sub-
5F).

This application has been filed in re-
sponse, to Finance Docket No. 28583
(Sub-iF), Burlington Northern, Inc.-
control and merger-St. Louis-San
Francisc6 Railway Co. Soo Line is
seeking the imposition of these track-
age rights as a condition in the event
the BN-Frisco merger is approved by
the Commission in order to offset pro-
jected gross revenue losses. This pro-
ceeding will be consolidated with Fi-
nance Docket No. 28583 (Sub-iF).

Sod Line -operates approximately
4,588 miles of railroad in the States of
Illinois, Michigan, Minnesota, Mon-
tana, -North Dakota, South Dakota,
and Wisconsin. Canadian Pacific Lim-
ited (CP) controls Soo Line and had
the right to vote 56.23 percent of Soo
Line's common stock-, as of March 10,
1978. Soo Line is operated indepen-
dently of CP.

The trackage involved is approxi-
mately 146.2 miles in length and would

be used by Soo Line only for overhead
traffic. Soo Line would not serve any
local industries located on the line be-
tween Schley (Soo Junction), Minn.,
and Superior, Wis.

Interested persons may participate
formally in this proceeding by submit-
ting written comments In regard to
the application. Such submissions
shall indicate the proceeding designa-
tion (F.D. No. 28583 (Sub-SF)), and the
original and two copies thereof shall
be filed with the Secretary, Interstate
Commerce Commission, Washington,
D.C. 20423, not later than October 10,
1978. Such written comments shall In-
clude the following: the person's posi-
tion, e.g., party protestant or party in
support, regarding the proposed trans-
action; and specific reasons why ap-
proval would or would not be In the
public interest. This proceeding has
been set for oral hearing. Additionally.
interested persons who do not intend
to participate formally in a proceeding
but who desire to comment thereon.
may file such statements and Informa-
tion as they may desire, subject to the
filing and service rbqulrements speci-
fied herein. Persons submitting writ-
ten comments to the Commission
shall, at the same time, serve copies of
such written comments upon appli-
cant, the Secretary of Transportation,
Attorney 'General, and all parties of
record in Finance Docket No. 28583
(Sub-IF).

By the Commission.

H. G. Hon=, Jr.,
Acting Secretary.

[FR Doc. 78-24077 Filed 8-24-78: 8:45 am]

[7035-01]

[Finance Docket No. 28583 (Sub-No. OF)]

SOO LINE RAILROAD CO.

Trackage Rights Over Burlington Northern, Inc.,
Between Bald Eagle, Minn., and Superior, Wis.

So Line Railroad Co. (Soo Line). a
Minnesota corporation, with general
offices at 804 Soo Line Building, P.O.
Box 530, Minneapolis, Minn. 55440.
Represented by F. W. Crouch, Vice
President and General Counsel, and
Robert G. Gehrz, General Solicitor,
each of the foregoing address, hereby
gives notice that on the 26th day of
July 1978, It filed with the Interstate
Commerce Commission at Washing-
ton. D.C., an application under section
5(2) of the Interstate Commerce Act
for a decision approving and authoriz-
ing the grant of trackage rights to
permit Soo Line to operate Its own lo-
comotives, cars and trains with Its own
crews for "bridge" purposes only be-
tween Bald Eagle, Minn., and Superi-
or, Wis., over trackage of Burlington
Northern, Inc. (BN), via White Bear
Lake, Forest Lake, Rush City, Pine

City. Hinckley. and Sandstone. The
transaction proposed by Soo Line is
subject to the execution of an appro-
priate agreement between Soo Line
and BN. This application has been ac-
cepted and assigned Finance Docket
No. 28583 (Sub-No. 6F).

This application has been filed in re-
sponse to Finance Docket No. 28583
(Sub-No. IF), Burlington Northern,
Inc.-control and merger-St. Louis-
San Francisco Railway Co. Soo Line is
seeking the Imposition of these track-
age rights as a condition in the event
the BN-Frsco merger is approved by
the Commission in order to offset pro-
Jeted gross revenue losses. This pro-
ceeding will be consolidated with Fi-
nance Docket No. 28583 (Sub-No. iF).

Soo Line operates approximately
4,588 miles of railroad in the States of
Illinois. Michigan, Minnesota, Mon-
tana, North Dakota. South Dakota.
and Wisconsin. Canadian Pacific Lim-
ited (CP) controls So Line and had
the right to vote 56.23 percent of Soo
Line's common stock, as of March 10,
1978. Soo- Line is operated indepen-
dently of CP.

The trackage Involved is approxi-
mately 126A miles in length and would
be used by Soo Line only for overhead
traffic. Soo Line would not serve any
local industries located on the line be-
tween Bald Eagle, Mdinn., and Superi-
or, W is.

Interested persons may participate
formally in this proceeding by submit-
ting written comments in regard to
the application. Such submissions
shall indicate the proceeding designa-
tion (F.D. No. 28583 (Sub.-No. 6F)),
and the original and two copies there-
of shall be filed with the Secretary, In-
terstate Commerce Commission,
Washington, D.C. 20423, not later
than October 10, 1978. Such written
comments shall include the following:
The person's position, e.g., party prot-
estant or party in support, regarding
the proposed transaction, and specific
reasons why approval would or would
not be In the public interest. This pro-
ceeding has been set for oral hearing.
Additionally, Interested persons who
do not Intend to participate formally
In a proceeding, but who desire to
comment thereon, may file such state-

.ments and information as they may
desire, subject to the filing and service
requirements specified herein. Persons
submitting written comments to the
Commission shall, at the same time,
serve copies of such written comments
upon the Applicant, the Secretary of
Transportation, the Attorney General,
and all parties of record in Finance
Docket No. 28583 (Sub-No. IF).
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By the Commission.
H. G. Hon-r, Jr.,

Acting Secretary.
CFR Doc. 78-24078 Filed 8-24-78; 8:45 am]

[7035-01]

[Finance Docket No. 28583 (Sub-No. 18F)]

SOUTHERN PACIFIC TRANSPORTATION CO.

Trackage Rights Over Burlington Northern, Inc.,
and the Union Pacific Railioad Co. Between
the Connection of BN and the Portland Ter-
minal Railroad Co. and (1) Trackage Serving
North Rivergale and (2) the Barnes Yard of
Union Pacific Railroad Co.

Southern Pacific Transportation Co.
(SP), One Market Plaza, San Francis-
co, Calif. 94105, represented by
Charles W. Burkett, general solicitor,
of -the same address, hereby gives
notice that on the 27th day of July
1978, It filed with the Interstate Com-
merce Commission at Washington,
D.C., an application under section 5(2)
of the Interstate Commerce Act for a
decision approving and authorizing
the grant of trackage rights to permit
SP to operate over trackage of Bur-
lington Northern, Inc. (BN) and the
Union Pacific Railroad Co. (UP) in
Portland, Oreg. The transaction pro-
posed by SP is subject to the execu-
tion of an appropriate agreement be-
tween SP, BN, and UP. This applica-
tion has been accepted and assigned
Finance Docket No. 28583 (Sub-No.
18F).

NOTICES

This application has been filed in re-
sponse to Finance Docket No. 28583
(Sub-No. 1F), Burlington Northern,
Inc.-control and merger-St. Louis-
San Francisco Railway Co. SP is seek-
ing the imposition of these trackage
rights as a condition in the event the
BN-Frisco merger is approved by the
Commission in order to offset project-
ed gross revenue losses. This proceed-
ing will be consolidated with Finance
Docket No. 28583 (Sub-No. 1F).

SP and its subsidiaries operate ap-
proximately 13,356 miles of railroad in
the States of Arizona, Arkansas, Cali-
fornia, Illinois, Louisiana, Missouri,
Nevada, New Mexico, Oregon, Tennes-
see, Texas, and Utah. The Southern
Pacific Co. owes 100 percent of the
stock of SP.
. The trackage involved is approxi-
mately 16.3 miles in length. SP would
use the line to directly serve the Ri-
vergate industrial, area. SP would pro-
vide the service over the BN double
main track from its point of connec-
tion with trackage of the Portland
Terminal Railway Co. (1) to a connec-
tion with North Rivergate trackage at
North Portland and (2) to a connec-
tion with the tracks of UP near UP
Barnes Yard; thence over the UP
trackage over which BN has rights
through UP's Barnes Yard to the
south Rivergate industrial lead tracks.
All of this trackage is in the city of
Portland, Oreg. Currently, SP serves
the Rivergate area through reciprocal
switching with BN and UP. SP will use
the trackage rights to provide im-
proved service to the shippers and re-

ceivers It currently serves through re-
ciprocal switching arrangements,

Interested persons may participate
formally in a proceeding by submitting
written comments in regard to the ap-
plication. Such submissions shall Indi-
cate the proceeding designation (F.D.
No. 28583 (Sub-No. 18F)), and the
original and two copies thereof shall
be filed with the Secretary, Interstate
Commerce Commission, Washington,
D.C. 20423, not later than October 10,
1978. Such written comments shall In-
clude the following: the persons posi-
tion, e.g., party protestant or party In
support, regarding the proposed trans-
actions; and specific reasons why ap-
proval would or would not be in the
public interest. This proceeding has
been set for oral hearing. Additionally,
interested persons who do not Intend
to participate formally in a proceed.
ing, but who desire to comment there-
on, may file such statements and in-
formation as they may desire, subject
to the filing and service requirements
specified herein. Persons submitting
written comments to the Commission
shall, at the same time, serve copies of
such written comments upon Appli-
cant, the Secretary of Transportation,
the Attorney General, and all parties
of record in Finance Docket No. 28583
(Sub-No. 1F).

By the Commission.

H.G. Hoium, Jr.,

Acting Secretary.

EFR Doc. 78-24089 Filed 8-24-78; 8:45 am]
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[6320-01]

CIVIL AERONAUTICS BOARD.

Notice of addition of item to the
August 23, 1978, agenda; M-155, amdt.
1, August 18, 1978.
TIME AND DATE: 1:30 Pan., August
23. 1978.

PLACE: Room 1027, 1825 Connecticut
Avenue NW., Washington, D.C. 20428.

SUBJECT. 9a. Dockets 32364, 32577
and 32365, Application of Air New
England to amend its certificate to
allow it to serve Hartford/Springfield
on a subsidy-ineligible basis; Applica-
tion of Allegheny to amend its certifi-
cate for Route 97 to allow nonstop
Burlington-Hartford authority;, Appli-
cation of Air New England for exemp-
tion authority to serve Hartford/
Springfield (BP.DA).

STATUS: Open.
PERSON TO CONTACT:

Phyllis T. Kaylor, the Secretary,
202-673-5068.

SUPPLEMENTARY INFORMATION:
Consideration of this item will insure
that the Board will make its show
cause order final before the promised
deadline of September 1, 1978. Accord-
ingly, the following members have
voted that agency business requires
the addition of Item 9a. to the August
23, 1978, agenda and that no earlier

.announcement of this addition was
possible:

Chairman, Alfred E. Kahn
Vice Chairman. G. Joseph Minetti
Member, Richard J. O'Melia
'Member, Elizabeth E. Bailey

All amendments -to previously an-
nounced agendas are publicly posted
at the Board's offices, sent to the FEn-

ERA. RGrEa for publication, and
mailed to parties to docketed cases af-
fected by the change. We regret any
inconvenience that may be caused by
these changes or the delayed receipt
of our notices.

[S-1698-78 Filed 8-23-78; 8:55 am I

[6320-01]

2

CIVIL AERONAUTICS BOARD.
Notice of addition of Item to the

August 23, 1978, Agenda; M-155.
Amdt. 2, August 18, 1978.
TIME AND DATE: 1:30 p.m., August
23. 1978.
PLACE: Room 1027, 1825 Connecticut
Avenue NW., Washington. D.C. 20428.

SUBJECT: 16a. Docket 27631, Fore-
most International Tours v. Qantas
Airways, Enforcement Proceeding-Pe-
titions for review of Initial decision
holding that Qantas' inclusive tour op-
eration was not unlawful (Memo 8131,
OGC).

STATUS: Open.
PESON TO CONTACT:.

Phyllis T. Zaylor. the Secretary,
202-673-5068.

SUPPLEMENTARY INFORMATION:
Because of the time consumed In
making changes In the draft order In
the Office of the General Counsel
after submission for supervisory ap-
proval, this item did not reach the
Secretary in time to place It on the
calendar for August 23. In order to
meet the announced target date of
August 25, 1978, however, Board
action Is required by August 23. Ac-
cordingly, the following Members have
voted that agency business requires
the addition of Item 16a to the August
23, 1978 agenda and that no earlier an-
nouncement of this addition was possi-
ble:

Chairman. Alfred E. Xahn
Vice Chairman, G. Joseph Minettl
Member. Richard J. O'Mella
Member. Elizabeth E. Bailey

All amendments to previously an-
nounced agendas are publicly posted
at the Board's offices, sent to the Fm-
ERAL REcrsrs for publication, and
mailed to parties to docketed cases af-
fected by the change. We regret any
inconvenience that may be caused by

these changes or the delayed receipt
of our notices.

ES-1699-78 Filed 8-23-78; 8: 5 am]

[6320-01]

3

[1.1-156, August 17,1978]
CIVIL AERONAUTICS BOARD.
TIME AND DATE: 10 an. August 24,
1978.
PLACE: Room 1027, 1825 Connecticut
Avenue NW., Washington, D.C. 20428.

SUBJECT: Oral Argumnent-Docket
32786, Philadelphia-Bermuda Nonstop
Proceeding.

STATUS: Open.
PERSON TO CONTACT:.

Phyllis T. Naylor. the Secretary
202-673-5068.

[S-700-78 Filed 8-2348' 8:55 a

[6335-01]

4

U.S. COMMSSION ON CIVIL
RIGHTS.
DATE AND TaME: Wednesday.
August 30,1978,9 am. to 12 noon; 1:30
p.m. to 4:30 p.m. Thursday, August 31,
1978. 9 am. to 12 noon.
PLACE: Room 512, 1121 Vermont
Avenue NW., Washington, D.C.
STATUS: Open to the public.
LIATTERS TO BE CONSIDERED.
Wednesday, August 30, 9 amn. to 12
noon.
.L Approval of agenda.
IL Approval of minutes from last meeting.
IIM Staff Director's Report:

A. Status of funds.
B. Personnel report.
C. Correspondence:

1. Letter from 1 conald Fraser re
pre anncy disability.

2. Letter from OMB Director James
McIntyre re Commilon reconimunda-
Lion on affirmative action in Cleve-
land.

3. Letter from Reorganization Task
Force Director Jeffrey Miller re Com-
misson comments.

D. Office Director's reports.
IV. Report on Civil Rights Developments

In the Rocky M.ountain Region.
V. Approval of Contract for Followup to

Battered Women Consultation.
VL Action on Recommendation re Women

In Poverty Report.
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VII. Discussion of Advisory Committee for
Pacific Trust Territories.

MATTERS TO BE CONSIDERED:
Wednesday, August 30, 1978, 1:30 p.m.
to 4:30 p.m.

Review of School Desegregation Update.

MATTERS TO BE CONSIDERED:
Thursday, August 31, 9 a.m. to 12
noon.

Review of School Desegregation Update
(continued).

FOR FURTHER INFORMATION
PLEASE CONTACT:

-Loretta Ward, Publications Office,
254-6697.

[S-1701-78 Filed 8-23-78; 8:55 am]

[6351-01]
5

COMMODITY FUTURES TRADING
COMMISSION.

TIME AND DATE: 10 a.m., August 29,
1978.
PLACE: 2033 K Street NW., Washing-
ton, D.C., 5th floor hearing room.

STATUS: Parts of this meeting will be
open to the public. The rest of the
meeting will be closed to the public.

MATTERS TO BE CONSIDERED:

Portions open to the public:

Minimum financial requirements.
Request by the New York Coffee and

Sugar Exchange for approval of lower daily
price fluctuation limits in sugar.

Final rule imposing a temporary moratori-
um on the offer and sale of leverage con-
tracts.

Portions closed to the public:

Enforcement matters/institution of ad-
ministrative proceedings.

CONTACT PERSON FOR MORE IN-
FORMATION:

Jane Stuckey, 254-6314.
[S-1702-78 Filed 8-23-78; 8:55 am]

[6351-01]
6.

COMMODITY FUTURES TRADING
COMMISSION.

TIME AND DATE: 10 a.m., August 30,
1978.

PLACE: 2033 K Street NW., Washing-
ton, D.C., 8th floor conference room.

STATUS: Closed.

MATTERS TO BE CONSIDERED:
Judicial session.

CONTACT PERSON FOR MORE IN-
FORMATION:

Jane Stuckey, 254-6314.
[S-1703-78 Filed 8-23-78; 8:55 am]

[6351-01]
7

COMMODITY FUTURES TRADING
COMMISSION.
TIME AND DATE: 11 am., September
1, 1978.

PLACE: 2033 K Street NW., Washing-
ton, D.C., 8th floor conference room.

STATUS: Closed.

MATTERS TO BE CONSIDERED:
Market surveillance matters.

CONTACT PERSON FOR MORE IN-
FORMATION:

Jane Stuckey, 254-6314.
[S-1704-78 Filed 8-23-78; 8:55 am]

[6140-02]

FEDERAL ENERGY REGULATORY
COMMISSION.
"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCMENT: 43
FR 37073, published August 21, 1978.
PREVIOUSLY ANNOUNCED TIME
AND DATE OF MEETING: 10 a.m.,
August 23, 1978.
CHANGE IN THE MEETING: The
following item was added:

Item No., Docket No., and Company
CAM-3. RM78-19, Delegation of the Com-

mission's Authority to Various Staff
Office Directors.

KmENETH F. PLuMa,
Secretary.

[S-1705-78 Filed 8-23-78; 11:50 am]

[6720-02]

9
FEDERAL HOME LOAN MORT-
GAGE CORPORATION.

TIME AND DATE: 2:30 p.m., August
31, 1978.

PLACE: 1700 G Street NW., sixth
floor, Washington, D.C.

STATUS: Open meeting.

CONTACT PERSON FOR MORE IN-
FORMATION:

Mr. Henry Judy, 202-789-4734.

MATTERS TO BE CONSIDERED:

Consideration of Corporation Bylaws.
Consideration of New Building Status

Report.
Consideration of Foley Building Lease.
Consideration of Refinance Loans,

No. 175, August 23, 1978.

.RONALD A. SNIDEIR,
Assistant Secretary.

(S-1707-78 Filed 8-23-78; 3:32 pm]

[6210-01]

10
BOARD OF GOVERNORS OF THE
'FEDERAL RESERVE SYSTEM.

"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCEMENT:
43 FR 37332, Augugt 22, 1978.

PREVIOUSLY ANNOUNCED TIME
AND DATE OF THE MEETING: 11
a.m., Friday, August 25, 1978.

CHANGES IN THE MEETING: Addi-
tion of the following closed Items to
the meeting:

1. Proposals relating to mandatory retire-
ment for Federal Reserve System employ-
ees.

2. Appointment of an officer at a Fedoral
Reserve Bank. (This matter was previously
announced for a meeting on Friday, August
18, 1978.)

3. Personnel appointments within the
Board's staff. (This matter was previously
announced for a meeting on Wednesday,
August 16, 1978.)

CONTACT PERSON FOR MORE IN-
FORMATION:

Mr. Joseph R. Coyne, Assistant to
the Board, 202-452-3204.

Dated: August 23, 1978.
GRIFFITH L. GARWOOD,

Deputy Secretary of the Board.

[S-1706-78 Filed 8-23-78; 3:32 pm]
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[4110-031

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food acd Drug Administration

[21 CFR Part 352]

[Docket No. 78N-0038]

SUNSCREEN DRUG FRODUCTS FOR OVER-THE-
COUNTER HUMAN USE

Establishment of a Monograph; Notice of
Proposed Rulemaking

AGENCY: Food and Drug Administra-
tion.
ACTION: Proposed rule.
SUMMARY: This proposed rule would
establish conditions for the safety, ef-
fectiveness, and labeling of over-the-
counter (OTC) sunscreen drug prod-
ucts. The proposed rule, based on the
recommendations of the Panel on
Review of Topical Analgesic including
antirheumatic, otic, burn, and sunburn
treatment and prevention drugs is part
of the Food and Drug Administra-
tion's ongoing review of OTC drug
products.
DATES: Comments by November 24,
1978; reply comments by December 26,
1978.
ADDRESSES: Written comments to
the Hearing Clerk (HFA-305), Food
and Drug Administration, Room 4-65.
5600 Fishers Lane, Rockville, Md.
20857.
FOR FURTHER INFORMATION
CONTACT.

William E. Gilbertson, Bureau of
Drugs (HFD-510), Food and Drug
Administration, Department of
health, Education, and Welfare, 5600
Fishers lane, Rockville, Md. 20857,
301-443-4960.

SUPPLEMENTARY INFORMATION:
Pursuant to part 330 (21 CFR Part
330), the Commissioner of Food and
Drugs received on December 14, 1977.
a report of the Advisory Review Panel
on Over-The-Counter (OTC) Topical'
Analgesic, Antirheumatic, Otic, Burn,
and Sunburn Prevention and Treat-
ment Products. In accordance with
§ 330.10(a)(6) (21 CFR 330.10(a)(6)),
the Commissioner is issuing (1) a pro-
posed regulation containing the mono-
graph recommended by the Panel,
which establishes conditions under
which OTC sunscreen drugs are gener-
ally recognized as safe and effective
and not misbranded; (2) a statement of
the conditions excluded from the
monograph on the basis of a determi-
nation by the Panel that they would
result In the drugs not being generally
recognized as safe and effective or
would result in misbranding; (3) a
statement of the conditions excluded

PROPOSED RULES

from the monograph on the basis of a
determination by the Panel that the
available data are insufficient to clas-
sify such conditions under either (1)
or (2) above; and (4) the conclusions
and recommendations of the Panel to
the Commissioner. The minutes of the
Panel meetings are on public display
in the office of the hearing Clerk
(HFA-305), Food and Drug Adminis-
tration (address given above).

The purpose of issuing the Panel's
unaltered conclusions and recommen-
dations is to stimulate discussion, eval-
uation, and comment on the full sweep
of the Panel's deliberations. The Com-
missioner has not yet fully evaluated
the report; the Panel's findings are
being issued as a formal proposal to
obtain public comment before the
agency reaches any decision on the
Panel's recommendations. The report
has been prepared independently of
the Food and Drug Administration
(FDA). It represents the best scientific
judgment of the Panel members but
does not necessarily reflect the agency
position on any particular matter con-
tained in it.

The Commissioner recognizes that
extensive changes will result in the
current marketing practices of these
products if the Panel recommenda-
tions are fully implemented. The
Panel's recommendations include
many labeling revisions. One of these
labeling recommendations is the state-
ment "Overexposure to the sun may
lead to premature aging of the skin
and skin cancer. The liberal and regu-
lar use over the years of this product
may help reduce the chance of prema-
ture aging of the skin and skin
cancer." As with other of the Panel's
recommendations, the Commissioner
is not at this time making a final deci-
sion with regard to this labeling. How-
ever, he finds it necessary to comment
that the issue is important and re-
quires careful study. Because of the
critical nature of the disease condi-
tions involved, the wording of any
claim concerning them must be very
carefully considered especially because
three of the seven panel members
oppose the use of the recommended
statement. Special attention must be
given to assure that consumers are not
misled or confused. The Commissioner
recognizes the potential for such a
statement to mislead the public, and is
concerned about its use. However, the
issue is open and will receive the ful-
lest attention before any claim with
regard to skin cancer or aging of the
skin is included in any OTC drug
monograph.

After careful review of all comments
submitted in response to this proposal,
the Commissioner will issue a'tenta-
tive final regulation in the FEDERAL
REGISTER ,to establish a monograph for
OTC sunscreen drug products.

In accordance with § 330.10(a)(2) (21
CFR 330.10(a)(2)), all data and infor-
mation concerning OTC sunscreen
drug products submitted for considera-
tion by the Panel have been handled
as confidential by the Panel and FDA.
All such data and Information will be
put on public display at the office of
the Hearing Clerk, Food and Drug Ad-
ministration, after September 25, 1978,
except to the extent that the person
submitting It demonstrates that it still
falls within the confidentiality provi-
sions of 18 U.S.C. 1905 or section
301(j) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 331(j)). Re-
quests for confidentiality should be
submitted to William E. Gilbertson,
Bureau of Drugs (HFD-510) (address
given above).

Based on the'conclusions and recom-
mendations of the Panel, the Comnit.-
sioner proposes the following:

1. That the conditions included in
the monograph, under which the drug
products would be generally recog-
nized as safe and effective and not
misbranded (category I), be effective
30 days after the date of publication
of the final monograph in the I nEDEAL
REGISTER.

2. That the conditions excluded
from the .monograph because they
would cause the drug to be not gener-
ally recognized as safe and effective or
to be misbranded (category II), be
eliminated from OTC drug products
effective 6 months after the date of
publication of the final monograph in
the FEDERAL REGISTER, regardless
whether further testing Is undertaken
to justify their future use.

3. That the conditions excluded
from the monograph because the
available date are insufficient (catego-
ry III) to classify such conditions
either as category I or category II be
permitted to remain on the market, or
to be introduced into the market after
the date of publication of the final
monograph in the FEDERAL REGisTEn,
provided that FDA receives notifica-
tion of testing in accordance with
§330.10(a)(13) (21 CFR 330.10(a)(13)).
The Panel recommended that a period
of 2 years be permitted for the com-
pletion of studies to support the move-
ment of category III conditions to cat-
egory I. The Commissioner will review
that recommendation as well as all
comments on this document, and will
determine what time period to permit
for category III testing after that
review Is completed.

In the FEDERAL REGISTER for January
5, 1972 (37 FR 85), the Commissioner
of Food and Drugs announced a pro-
posed review of the safety, effective-
ness and labeling of all OTC drugs by
independent advisory review panels. In
the 'EDERAL REGISTER of May 11, 1972
(37 FR 9464), the Commissioner pub-
lished the final regulations providing
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for the ' OTC drug review under
§ 330.10 which were made effective im-
mediately. Pursuant to these regula-
tions, the Commissioner issued in the
FEDERAL REGISTER of December 12,
1972 (37 FR 26456) a request for data
and information on all active. ingredi-
ents utilized in topical analgesic, in-
cluding antirheumatic, otic, burn, sun-
burn prevention and treatment drug
products.

The Commissioner appointed the
following Panel to review the data and
information submitted and to prepare
a report pursuant to § 330.10(a)(1) on
the safety, effectiveness and labeling
of those products:

Thomas G. Kantor, M.D., Chairman, John
Adriani, .D., CoL William A. Akers, M.D.,
Maxine Bennett, M.D., Minerva S. Buerk,
M.D., Walter L. Dickison. Ph. D., and Jerry
Mark Shuck, M-D.

The Panel was charged to review
submitted data and information for
OTC topical analgesic ingredients, in-
cluding antirheumatic, otic, burn, and
sunburn prevention and treatment
active ingredients. For purposes ofthis
review, the Panel grouped the active
ingredients and labeling into four
major phamacologic groups, Le., exter-
nal analgesics, skin protectants, topi-
cal otics, and sunscreens.

The Panel presents its conclusions
and recommendations for sunscreen
active ingredients in this document.
The Panel's conclusions for topical
otic active ingredients were published
in the FEDERAL. REGISTER of December
16, 1977 (42 FR 63556), and its conclu-
sions for skin protectant active ingre-
dients were published in the FEDERAL
REGISTER of August 4, 1978 (43 FR
34628). The Panel's conclusions and
recommendations for external analge-
sic ingredients will be presented in a
later issue of-the FEDERAL REGISTER.

The Panel was first convened on
March 6, 1973 in an organizational
meeting. Working meetings were held
on May 8 and 9, July 12 and 13, Sep-
tember 27 and 28, November 3 and 4,
November 26 and 27, 1973; January 30
and 31, March 6 and 7, April 10 and 11,
May 8 and 9, June 10 and 11, July 17
and 18, September 24 and 25, October
22 and 23, November 26 and 27, 1974;
January 21 and 22, March 13 and 14,
April 17 and 18, May 21 and 22, July
15 and 16, September 30 and October
1, November 12 and 13, 1975; March 4
and 5, May 19 and 20, Juie 22 and 23,
September 27 and 28, November 18
and 19, 1976; February 23 and 24, May
25 and 26, August 22, 23, and 24, Octo-
ber 25, and December 13, 14, and 15,
1977.

Seven nonvoting liaison representa-
tives served on the Panel: Mrs Jacque-
line Pendleton (at the initial meeting),
Mrs. Valerie Howard (from May 8,
1973 to September 28, 1973), Lynn
Berry (from November 3, 1973 to April

27, 1976), Kathleen A. Blackburn
(from July 6, 1976 to August 24, 1977)
and Emily Londos (from October 25.
1977). Each was nominated by an ad
hoe group of consumer organizations
and served as the consumer liaison:
and Joseph L. Kanig, Ph. D., nomi-
nated by the Proprietary Association.
and Ben Marr Lanman, M.D.. nomi-
nated by the Cosmetic, Toiletry, and
Fragrance Association. served as the
industry liaisons.

The followihg FDA employees
served: C. Carnot Evans, M.D., Served
as Executive Secretary. Lee Geismar
served* as Panel Administrator. Lee
Quon, R.Ph., served as Drug informa-
tion Analyst until July 1975, followed
by Timothy T. Clark, R.Ph., until July
1973, followed by Thomas L Gingrich,
R.Ph., until July 1976, followed by
Victor H. Lindmark, Pharm.D.

The following individuals were given
an opportunity to appear before the
Panel to express their views either at
their own or the Panel's request on
the issues before the Panel

Joseph P. Armellino, M.D.. Charles Blues-
tone. LD.. Stuart Ericksen Ph. D., Alexan-
der A. Fisher. M.D.. Thom Fitzpatrick.
M.D.. Ph. D., J. M. Glassman, M.D., Peter
Hebborn, Ph. D.. George E. Heinze, Ken-
neth R. Johannes. Albert M. KTlgman. M.D.,
Howard Malback, M.D.. Edward Marlowe,
Ph. D.. Kenneth L. Milstead. Ph. D.. John
Parrish, M.D., Madhue Pathak, MD.,
Robert Sayre. PIL D., Joseph P. Soyk4%
M.D.. Garrett Swenson. F-q, Stephen T&
Truitt, Esq.. and Frederick Urbach. LD.

No person who so requested was
denied an opportunity to appear
before the Panel.

The Panel has thoroughly reviewed
the literature and data submissions.
has listened to additional testimony
from interested persons and has con-
sidered all pertinent data and Informa-
tion submitted through December 14.
1977, in arriving at its conclusions and
recomnmendations for OTC sunscreens.

In accordance with the OTC drug
review regulations (21 CFR 330.10),
the Panel's findings with respect to
sunscreen active Ingredients are set
out in three categories:

Category I. Conditions under which
sunscreen products are generally rec-
ognized as safe and effective and are
not-misbranded.

Category II. Conditions under which
sunscreen products are not generally
recognized as safe and effective or are
misbranded.

* Category III. conditions for which
the available data are Insufficient to
permit final classification at this time.

I. SuB assiox OF DATA Arm
INFORMATION

Pursuant to the notice published in
the FEDERAL REGISTER of December 12,
1972 (37 FR 26156) requesting the sub-
mission of data and information on

OTC topical sunscreen drugs, the fol-
lowing firms made submissions related
to the indicated products:

A. Suumssio.ns By Ftmxu

Firms and Marketed Products

AVA. Inc.. Garland. Tex. 75040, AVA
Suntan Lotion.

Bonne Bell. Lakewood,' Ohio 44107, Sure
Tan Gel and Sure Tan Lotion.

Paul B. Eider Co.. Bryan. Ohio 43506, RVP
Wide Range Sunscreen, RVP Ultra-Range
Sun Protection. RVPIus. RVPaque Ultra-
Violet Occlusive Agent, RVPABA Lipstick.

Elizabeth Arden, Inc.. New York. N.Y.
10022. Sun Gelee and Suncare.

Grelter Corp.. Inc.- Wedling. Austria, Piz
Buln Exclusiv Suntan Cream, Pii Buin
Exclusiv Extrem Suntan Cream. Piz Buin
Excluiv Suntan Liquid Cream.

G. S. Herbert Laboratories, Irvine, Calif.
92G64. Eclipse Sunscreen Lotion.

Lanvin-Charles of the Ritz Inc.. Holmdel
Townshlp. N.J. 07733. Alexandra de Mar-
koff Lip Emollient, Alexandra de Markoff
Allevia Body Treatment, Alexandra de
Markoff Allevia Travel Stick. Bain de
Solell Suntan Creme White. Bain de Soleil
Suntan Cream. Bain de Soleil Suntan
Lotion. Bain de Soled Leg MXake-Up, Bain
de Solel Foam Concentrate, Bain de
Solell Bronzer. Imperial utricia Moisture
Tint, Revenescence Sun Bronze, Revene-
cence Protective Cream for the Face, Re-
ven-ecence Extra Protective Creme for
the Face. Revenccence Moistpre Glow-
Bronze Shade, Revenescence Moisture
Glow Liquid-Bronze Shade.

Menley & James Laboratories, Philadel-
phla, Pa. 19101, Sea & Ski Golden Tan,
Sea & Ski Block Out.

Miles Laboratories, Inc.. Elkhart, Ind. 46514,
Sungard Lotion.

Plough. Inc.. Memphis. Tenn. 38101, Cop-
pertone Improved Shade Suntan Lotion,
Coppertone Liphote Lip Balm, Coppertone
Noskote Sunscreen. Coppertone Suntan
Cream. Coppertone Suntan Foam. Cop-
pertone Suntan Lotion. Coppertone
Suntan Oi. Coppertone Suntan Oil Aero-
.ol Spray. Q.T. Foam, Q.T. Lotion, Sudden
Tan. Sun Protective Foam, -Sun Shlelding
Lotion.

Rowell Laboratories. Inc. Baudette. Minn,
56623, Duoshleld One and Duoshield Two.

Texa- Pharmacal Co. San Antonio, Tex.
78296, A-Fil Cream, Sundare Creamy
Lotion. Sundare Clear Lotion, SunStick
Lip Protectant, SunSwept Cream.

Westwood Pharmaceuticals, Inc., Buffalo.
N.Y. 14213, Presun Lotion.

In addition, the following firms
made related submissions:

Amerchol. Edison. NJ.. 08817, Amerscreen
P.

Chattem Laboratories. Chattanooga, Tenn.
37409. Alpaba.

EM Laboratories. Inc.. Elmsford. N.Y.
10523, Eusolex 161. Eusolex 232, Eusolex
4360. Eusolex 6300. Eusolex 3573, Eusolex
5563.

Felton International. Inc., Brooklyn. N.Y.
11237. Sunarome.

OAF Corp.. New York, N.Y. 10020, Suiliso-
benzone.

Giaudan Corp.. Clifton. N.J. 07104, Gv-
Tan-F, Paraol MCX and Parsol Hydro.

Grelter Corp. Tulsa. Okla. 74101. Exclusiv
Creme. Excluiv Milk. Exclusiv Moisture
Creme, Excluslv Oil Lotion, Exclusir
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Stick, Extrem Creme, Extrem Glacier
Creme. Extrem Junior Creme, Extrem
Milk, Piz Buin.

Haarmann and Reimer Corp., Springfield,
N.J. 07081, Neo Hellopan AV.

Hill Top Research, Inc., St. Petersburg, Fla.
33709, Sun Block 253E, Sun Block 256E,
Sun Block U-2575.

Ingram Pharmaceutical Co., San Francisco,
Calif. 94111, 2-Ethylhexyl 2-cyano-3,3-di-
phenylacrylate.

Scher Chemicals, Inc., Clifton, N.J. 07012,
Dipsal (Dipropylene Glycol Salicylate).

Van Dyk & Co., Inc., Belleville, N.J. 07109,
Escalol 106, Escalol 506, Escalol 507.

B. LABELED INGREDIENTS CONTAINED IN MAR-
KETED PRODUCTS AND OTHER INGREDIENTS
SUBMITTED TO THE PANEL.

Alcohol
Allantoin
Allantoin-p-aminobenzoic acid complex
p-Aminobenzoic acid
Amyl dimethyl PABA
Amyl para-dimethylaminobenzoate
Amyl-p-dlmethylaminobenzoate
Beeswax
Benxophenone-3
Benzyl alcohol
BHA
BHT
2-Bromo-2-nltropropane-1,3-diol
Camphor
Carbomer 934
Carboset
Cellulose gum
Cetyl alcohol
Cetyl palmitate
Cetyl stearyl glycol
Cinoxate
Citric acid
Clove oil
Cocoa butter
Color
Digalloyl trioleate
Dihydroxyacetone
Dimethicone
5.(3,3-Dhmethyl-2-norbornyliden)-3-penten-

2-one
3,4-Dimethylphenyl-glyoxylic acid sodium

salt
Dimethyl polysiloxane
Dioxybenzone
Dipropylene glycol salicylate
Ethyl alcohol
2-Ethylhexyl 2-cyano-3,3-diphenylacrylate
Ethylhexyl-p-methoxycinnamate
2-Ethylhexyl 4-phenylbenzophenone-2'-car-

boxylic acid
2-Ethylhexyl salicylate
FD&C yellow No. 5
FD&C red No. 4
Fragrances
Glycerin
Glyceryl PABA
Glyceryl stearate
Homosalate
Isopropyl myristate
Isopropyl palmitate
Lanolin
Lanolin alcohol
Lanolin derivatives
Lanolin oil
Lawsone (2-hydroxy-1,4-naphthoquinone)
Menthol
Menthyl anthranilate
p-Methoxycinnamic acid diethanolamine
3-(4-Methylbenzyliden)-camphor
Methylparaben
Microcrystalline titanium-coated mica plate-

lets
Microcrystalline wax

Mineral oil
Octyl dimethyl PABA
Oleth-3-phosphate
Oxybenzone
Padimate
Padimate A
Padimate 0
Parabens
Paraffin
PEG 2 stearate
Petrolatum
2-Phenylbenzimtdazole
Polyoxyl-40-stearate
Polysorbate 60
Propellant 46
Propellant 12/114
Propoxylate of p-aminoethylbenzoate
Propylparaben
Propylene glycol
Propylene glycol stearate
Quaternium 15
Red petrolatum
SD alcohol 40
Sesame oil
Silaca
Sodium carbomer
Sorbitan oleate
Sorbitan stearate
Stabilized aloe vera gel
Stearyl alcohol
Sulisobenzone
Synthetic spermaceti
Titanium dioxide
Triethanolamine
Triethanolamine salicylate
Triethanolamine stearate
Water
Wax
Zinc oxide

C. CLASSIFICATION OF INGREDIENTS

1. Active ingred ients.
Allantoin combined with aminobenzoic acid

(allantoin p-aminobenzoic acid complex)
Aminobenzoic acid (p-aminobenzoic

acid)Cinoxate
Diethanolamine p-methoxycinnamate (p-

methoxycinnamic acid diethanolamine)
Digalloyl trioleate
5-(3,3-Dimethyl - 2 - norbornyliden)-3-

penten-2-one
Dioxybenzone
Dipropylene glycol salicylate
Ethyl 4-ibis(hydroxypropyl)] aminoben-

zoate (propoxylate of. p-aminoethylben-
zoate)

2-Ethylhexyl 2-cyano-3,3-diphenylacrylate
Ethylhexyl p-metho,:ycinnamate
2-Ethylhexyl 4-phenylbenzophenone-2'-car-

boxylic acid
2-Ethvlhexyl salicylate
Glyceryl aminobenzoate (glyceryl PABA)
Homosalate
Lawsone with dihydroxyacetone fdihydrox-

yacetone; !awsone (2-hydroxy-1,4-naphth-
oquinone)] "

Mentbyl anthranilate
3-(4-Methylbenzylldene)-camphor
Oxybenzone (benzophenone-3)
Padimate A (amyl p-

dirnethylaminobenzoate, amyl para-
dimethylariinobenzoate, amyl dimethyl
PABA, padirmate)

Padinate 0 foctyl dimethyl PABA)
2-Phenyiben7imidazole - 5 - sulfonic acid (2-

phenylbenziraidazole sulfonic acid)
Red petrolatum
Sodium 3,4-dimethylphenyl - glyoxylate

(3,4-dimethylphenyl-glyoxylic acid sodium
salt)

Sulisobenzone
Titanium dioxide

Triethanolamine sallcylate

2. Inactive ingredients.
The Panel has classified the following as

inactive Ingredients or pharmaceutleil lie.
cesslties. In some cases, depending upon
dosage and claim, some of the Ingredients
may be classified as skin protectants, which
will be discussed more fully in a later Issue
of the FEDERAL REGISTER.

Alcohol
Allantion
Beeswax
Benzyl alcohol
BHA
BHT
2-Bromo - 2 . nitropropane-1,3.diol
Camphor
Carbomer 934
Carboset
Cellulose gum
Cetyl alcohol
Cetyl palmitate
Cetyl stearyl glycol
Citric acid
Clove oil
Cocoa butter
Color
Dimethicone
Dimethyl polysiloxane
Ethyl alcohol
I.D&C yellow No. 5
FD&C red No. 4
Fragrances
Glycerin
Glyceryl stearate
Isopropyl myristate
Isopropyl palmitate
Lanolin
Lanolin alcohol
Lanolin derivatives
Lanolin oil
Menthol
Methylparaben
Microcrystalline titanium-coated mica plate-

lets
Microcrystalline wax
Mineral oil
Oleth 3-phosphate
Parabens
Paraffin
PEG 2 t!earate
Petrolatum
Polyo.1-40-stearate
Poly q'L.at 60
Propt Ilant 46
Prop tant 12/114
Propvlparaben
Propylene glycol
Propylene glycol stearate
Quaterium 15
SD alcohol 40
Sesame oil
Silica
Sodium carbomer
Sorbltrn ol-ate
Sorbitan stearate
Stabilized aloe vera ccl
Stearyl alcohol
Synthetic spermaceti
Triethanolamine
Triethanolamine stearate
Water
Wax
Zinc oxide

3. Ingrcdients defcrred to other OTC adti-
so- e evww panels or other experts.

None.
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D. REFERENCED OTC VOLUIME SUBMISSIONS

All "OTC Volumes" cited through-
out this document refer to the submis-
sions made by interested persons pur-
suant to the call for data notice-,pub-
lished in the FEDEAmL REGISTER of De-
cember 12, 1972 (37 FR 26456). The
volumes will be put on public display
after September 25, 1978, in the Office
of the Hearing Clerk (HFA-305), Food
and Drug Administration, Room 4-65,
5600 Fishers Lane, Rockville, Md.
20857.

II. GENERAL SrATEMNTS AND
RECOMMENDATIONS

A. INTRODUCTION

As part of its review, the Panel was
6harged to evaluate data and -informa-
tion on the safety, effectiveness, and
labeling of OTC sunburn prevention
active ingredients. In general, the
Panel found upon reviewing submis-
sions, the scientific literature, and
other evidence that over-exposure to
sunlight damages the skin and can
lead to various skin lesions. In the
long run, suntanning is not good for
the skin. The cumulative exposure to
sunlight from childhood into adult-
hood can lead to skin cancer. Persons
most at risk to the harmful effects of
sunlight are thpse with light eyes and
light skin of northern European de-
scent who now live in sunny climates.
Susceptible persons can avoid the sun-
shine between 10 am. to 2 p.m. solar
time by covering their skin with cloth-
ing, wearing broad brim hats, applying
opaque cosmetics, or staying indoors.
Avoidance of excessive sun exposure
would be best, but it is often impracti-
cal because of occupational demands
or is. often undesirable for leisure pur-
suits. Another protective measure
available to the consumer is to apply
sunscreens to prevent sunburn imme-
diately and to prevent further sun
damage.

The Panel recognizes that many of
these products have been traditionally
considered by the Food and Drug Ad-
ministration as cosmetics with labeling
such as "for tanning" and "for fast
suntanning". This is due In part to the
statutory definition of a cosmetic as
"articles intended to be rubbed,
poured, sprinkled, or sprayed on, in-
troduced into, or otherwise applied to
the human body or any part thereof
for cleansing, beautifying, promoting
attractiveness, or altering the appear-
ance * * *." (21 U.S.C. 321(i)). The
Panel believes that, regardless of
claims, products intended to be used
for prevention of sunburn or any
other such similar condition should be
regarded as drugs. The use of sun-
screens may mitigate the harmful ef-
fects of the ultraviolet (UV) radiation
from the sun on the exposed skin of
susceptible individuals. The Panel dis-

cusses these harmful effects elsewhere
in this document. (See part II. para-
graph D. below-The Harmful Effects
of Sunlight on the Skin.) In fact, the
statutory definition of a drug in part
states "articles (other than food) in-
tended to affect the structure or any
function of the body of man or other
animals " *." (21 U.S.C. 321(g)).

The Panel has evaluated the claimed
active ingredients contained in the
products submitted for review. The
Panel finds that these preparations
reduce by varying amounts the solar
radiation absorbed by the skin and
thereby affect the physiological re-
sponse and extent of the erythemal re-
action (redness) produced. Indeed,
these products affect the structure
and function of the body by screening.
reflecting, or scattering the harmful,
burning rays of the sun. This Is a de-
sirable alteration to a normal physio-
logical response to solar radiation for
individuals with sensitive and extra
sensitive skin.

The Panel has classified products in-
tended to be used for preventing sun-
burn and similar conditions as drugs
regardless of claims made for the
products and h~s Identified them as
sunscreen* products. Sunscreens may
ct either chemically or physically.

The majority of sunscreens commonly
used in the OTC drug market act
chemically to absorb specific portions
of the UV spectrum. An example of a
chemical sunscreen Is amlnobenzoic
acid (para-aminobenzolc acid). Physi-
cal sunscreens act by providing an
actual physical barrier to solar radi-
ation. Instead of absorbing UV light.
these agents scatter and reflect such
light, thereby reducing the likelihood
of sunburn. An example Is titanium
dioxide. Regardless of the mechanism
employed, the active ingredients in
such products, which either absorb, re-
flect, or scatter UV light between 290
and 777 nanometers (nm), have been
classified as drugs and identified as
sunscreen agents which are more fully
discussed below.

The Panel further recognizes that
ingredients that are not sunscreens
may be contained in sunscreen prod-
ucts and may. also be classified as
drugs. These include skin protectants.
and repellants to ward off flying in-
sects.

No perfect topical preparation for
preventing sunburn Is available, but
there are many satisfactory prepara-
tions on the market. Interestingly. no
"prescription only" products are avail-
able to protect the sunsensitive
person. All currently marketed sun-
screen products are sold OTC. The
majority of consumers who purchase
sunscreen products have no pathologi-
cal conditions, but desire to acquire a
suntan and to- prevent a painful sun-
burn. Some individuals, however, are

particularly susceptible to the immedi-
ate and cumulative iffects of sunlight
exposure and for health reasons
should protect themselves from the
harmful UV radiation from the sun.

B. TYPES OF SOLAR RADIATION

For practical purposes, the solar
spectrum at the earth's surface con-
sists of wavelengths of electromagnet-
Ic energy between 295 and 1,800 nano-
meters (nm) (ref. 1). The sun's rays as-
sociated with diseases are related to
the light sensitivity range from 290 to
800 nm. The UV spectrum lies between
290 and 400 nm, visible light between
400 and 770 rn. and the infrared rays
beyond 770 nm. Ultraviolet radiation
from both sunlight and artificial
sources Is sometimes subdivided into
three bands from the longer to the
shorter wavelengths as follows.

1. UV-A (black light radiation, long-
ware UV radiation, near UV radi-
ation) wavelength 320 to 400 nm. UV-
A radiation can cause tanning of the
skin. but is weak in causing reddening
of the skin. About 20 to 50 Joules/cm
of UV-A energy is required to produce
a minimally perceptible redness reac-
tion (the Minimal Erythema Dose or
MED). The Panel has further dis-
cussed MED below. (See part II. para-
graph D. below-The Harmful Effects
of Sunlight on the Skin.) The eryth-
ema (redness) reaction is maximal in
Intensity about 72 hours after expo-
sure.

2. UV-B (sunburn radiation, middle
UV radiation) wavelength 290 to 320
im. Radiation causes the sunburn, re-
action, which also stimulates pigmen-
tation (tanning) in the skin. Approxi-
mately 20 to 50 millijoules/cm2 of UV-
B energy is required to produce one
MED (about 1,000 times less than the
doze of UV-A). The erythema reaction
is maximal in intensity at 6 to 20
hours after exposure.

The action spectrum causing sun-
bum lies between 290 and 320 nm in
the UV-B band, with a maximum
effect at 296.7 nm. although the quan-
tity reaching the earth's surface is
small. Under optimal environmental
conditions for sunburn, only 0.2 per-
cent of the total solar radiation causes
erythema of the skin. Ninety-five per-
cent of this burning radiation may be
absorbed by the normal white skin.
Different amounts of energy reach the
earth's surface at various wavelengths
from 295 to 320 rnm. At 307.4 nm the
maximal amount of energy to cause
sunburn Is delivered by the sun to the
skin (ref. 2).

3. UV-C (germicidal radiation, short
UV radiation, far UV radiation) wave-
length 200 to 290 rnm. DV-C radiation
from sunlight does not reach the
earth's surface, but artificial UV
sources can emit this radiation. Al-
though UV-C is not effective in stimu-
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lating pigmentation (tanning), it does
cause erythema requiring about 5 to
20 millijoules/cm 2 of UV-C energy to
produce one VIED.
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C. FACTORS AFFECTING THE AMTOUNT OF
SUNLIGHT EXPOSURE

At sea level, the UV energy of sun-
light is greatest between the hours of
10 a.m. and 2 p.m. in midsummer,
when the sun is overhead (ref. 1).
Even within the most intense 4-hour
peiod, the sunlight intensity varies.
Exposure at noon results in more UV-
B energy falling on the skin than ex-
posure at 10 a.m or 2 p.m. In the
morning and late afternoon, the sun is
at a lower angle, sharply reducing the
sunlight's intensity by 75 percent, and
sunburn is not likely to occur. Atmos-
pheric conditions similarly alter the
solar erythemic intensity. Reflection
of additional ultraviolet light from
snow and white sand may greatly
shorten the time to sunburn (ref. 2).
Depending upon the latitude, the aver-
age unprotected, untanned, white-
skinned person requires approximately
the following exposures in June to
cause the observed reaction:

GUMr FOR FAIR-SKImUM PEorx (REF. 2)

New Florida
Reaction from exposure Jersey Keys

40N 25N

(minutes) (minutes)
Minimal redness (erythema)

(the minimal erythema
dose, MED ............... 21 10

Vivid redness (erythema), no
pain .......................... 42 25

Painful sunburn......... 80 50
Blistering sunburn ................. 165 120

An average white-skinned person
would be exposed to an average of 19
MED's during the entire day atop
Mauna Loa on the island of Hawaii.
To date, this is the highest reading ob-
tained by network of UV recording
meters (ref. 3). About 4 MED's are re-
quired to cause a painful sunburn;
about 8 AMD's will produce blistering.
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D. THE HARL FML EFFECTS OF SUNLIGHT ON
TEE SKIN

The UV energy absorbed by the skin
can produce an erythemal reaction
(redness). The intensity of the reac-
tion is dependent upon the amount of
energy absorbed. As discussed above,
UV radiation from both sunlight and
artificial sources has been divided into
three bands (UV-A, UV-B, and UV-C),
which emit different quantities of
energy and therefore produce an
erythemal reaction at different time
intervals after exposure. The amount
of energy from any source required to
produce a minimally perceptible red-
ness reaction of the skin is termed the
Minimal Erythema Dose or MED. The
length of time required to produce an
MED is dependent, as disdussed above,
on the quantity of energy emitted by
the source and the response of the
host's skin to sunlight. ,Sunscreen
agents decrease the amount of energy
absorbed by the skins by limiting the
total amount of available energy that
reaches the skin. Besides the UV
source and the sunscreen agent, the
pigmentation of an individual's skin
determines the length of time required
to produce an MED. Less time is re-
quired to produce an MED in light-
skinned individuals than is required to
produce an 1MED in dark-skinned indi-
viduals. The source of the UV radi-
ation, the type of sunscreen agent
used, and the pigmentation of the in-
dividual's skin determine the length of
time required to produce an MED.

The tanning ability of an individual
is genetically predetermined and is
governed by the individual's capacity
to produce melanin pigment within
the pigment cells (melanocytes) when
stimulated by UV-B and UV-A. There
is a spectrum of pigmentation in
humans, ranging from Negro (black)
to Caucasian (white). The extent of
any erythemal response is a function
of skin color, and the MED for Dark-
skinned blacks is about 33 times as
high as that for light-complexioned
Caucasians (ref. 1).

The Panel finds that the current la-
beling of sunscreen products makes no
reference to skin color because such
products are actually intended for in-
dividuals whose skin color falls within
the pigmentation spectrum that would
have an erythemal response to the UV
light of .the sun. The Panel empha-
sizes that despite the fact that deeply
pigmented skin has more inherent pro-
tection, it is still susceptible to sun-

burn and the effects of overexposure
as discussed below.

Urbach stated, "All of us, even those
with dark complexions, can develop
skin cancer If we expose ourselves to
the sun long enough. But that would
take 200 to 300 years In some cases,
and we just don't live that long" (ref,
2).

Some commercial preparations on
the OTC drug market today that
permit suntanning without painful
sunburn fall into four groups, each
aimed at a certain consumer group.

MAREETED SuNsCmnrnPnEPAfATioNs (RLT. 3)
Indication and Solar Transmissiont

For quick tanning-Transmit about 15 per.
cent of the sunburning rays.

For normal skin-Transmit from 4 to 1 per-
cent of the sunburning rays.

For sensitive skin-Transmit from 1 to 4
percent of the sunburnig rays.

For extra sentive skin-Tranmit under 1
percent of the sunburning rays.

The Panel emphasizes that sun.
screen preparations only extend the
time It takes the sun to produce a sun-
burn. Tanning cannot be rushed,
taking about 2 weeks in most white
people, if painful erYthema Is to be
avoided. The most rapid way to cause
tanning Is to allow the sun to produce
erythema of the skin. Erythema suffi.
cient to induce tanning yet not so
severe as to cause pain requires only
one-half of the time of exposure that
is required to produce a painful sun-
burn. Suntanning can occur at UV wa-
velengths from 320 to 400 nm, but de-
velops slowly under natural condi-
tions. Tanning most commonly devel-
ops after exposure to the "sunburn"
UV wavelengths between 290 and 320
nm, the DV-B band.

As previsously noted, sunscreen
preparations contain certain chemicals
which absorb UV light at various wa-
velengths or contain an opaque sub-
stance that physically reflects or icat-
ters the UV light rather than absorb-
Ing the rays (refs. 4 and 5).

In our cosmetically conscious soci.
ety, most persons consider a suntan to
be healthy. Certainly, sun exposure
forms vitamin D in the skin, and this
enhances absorption of calcium from
the intestine and prevents rickets.
However, dermatologists are well
aware that light-eyed and fair-skinned
individuals are particularly susceptible
to premature aging of the skin and
skin cancers caused by sunlight (ref.
3).

A recent study 14 the United States
reported a high incidence of sun-in-
duced cancer In susceptible people'
(ref. 6). In 1973, in the United States
alone, 1,409 deaths were due to sun-in-
duced skin cancers (excluding melano-
mas) In susceptible people (ref. 7). An-
nually in the United States with a
population of over 210,000,000, an esti-
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mated 9,000 individuals develop cutan-
eous malignant melanoma, 300,000 de-
velop other skin cancers, and 600,000
develop cancers of all other organs ex-
clusive of the skin (ref. 8). Other spe-
cific diseases of congenital, metabolic,
toxic, immunologic, allergic, or idio-
pathic origins are caused or aggravat-
ed by sunlight exposure. The pain and
blistering of sunburn from overexpo-
sure is known to many. The Panel dis-
cusses below, in detail, the more
common harmful effects that may be
induced by the UV radiation from the
-sun, i.e., -skin cancer and premature
aging of the skin.

1. Skin cancer in susceptible individ-
uals. As described above, one of the
risk factors of chronic exposure to the
sun is the development of keratoses
and skin cancer. Epidemiological evi-
dence shows that the incidence of skin
cancer is increased in pOpulations lo-
cated in the southern latitudes as com-
pared with populations in northern
latitudes. Auerbach (ref. 9) showed a
constant rate of increase of skin
cancer incidence approaching the
equator from .north to south; the inci-
dence doubled for every 3* 48' reduc-
tion in latitude. This geographical re-
lationship -has been accepted as indi-
rect evidence that skin cancer in man
is related to the greater exposure of
individuals to sunlight in southern
latitudes than in northern latitudes.
Several epidemiological studies rein-
force the conclusion that prolonged
sun exposure is a factor in the etiology
of skin cancer (refs. 9 through 14).
.The damage due to sunlight is insid-
ious and cumulative.

Retrospective studies have been
done to identify those characteristics
in individuals that may increase their
susceptibility to skin cancer if overex-
posed to sunlight. These contributory
factors proved to be age, sex, skin pig-
mentation, and occupation. The gener-
al conclusion drawn from these studies
was that they corroborated the evi-
dence for a cumulative influence of
sun exposure on tumor devefopment
and that they indicated the protective
effect of pigmented skin. For example,
the incidence of cancer was reported
to increase -with age among Caucasian
adults in a rural county of Tennessee
(ref. 12). The incidence increased from
0.7 per 100 up to the age of 44 years to
13.6 per 100 between age 65 and 74
years for males. For females in these
age groups, the incidence of skin
cancer increased from 0.4 per 100 to
6.8 per 100. The incidence for males
was higher than the incidence for fe-
males. Other studies indicated a
higher incidence of skin cancer in
whites than in nonwhite populations
(refs. 14 and 15), implying that the
dark pigmentation of nonwhites pro-
tects against the harmful effects of
the -UV radiation. -The higher inci-

dence in males than n females may be
explained by the increased exposure
of males to the sun from their outdoor
occupations. Skin cancer occurs most
frequently in those areas of the body
that are exposed to the sun, such as
the neck, head, arms, and hands. Con-
sequently, the frequency of skin
cancer Is higher in farmers, sailors.
and construction workers (ref. 12).
1 The Panel agrees with the concept
that sunlight plays an important role
in the etiology of skin cancer in man.
The Panel recognizes the epidemlolog-
ical evidence for the carcinogenic
propdrties of 'UV radiation from the
sun and the relationship to human
skin cancer, such as premalignant ker-
atoses, and malignant basal cell epith-
eliomas and squamous cell epithello-
mas. The Panel is particularly con-
cerned about recurrent sunburn and
overexposure to the sun throughout
the years, because the lower wave-
length limit of cancer-producing radi-
ation on the skin of mice and rats has
been shown to be 325 nm, i.e., the
same spectral range that produces
sunburn in human skin (ref. 16). Al-
though the epidemlological evidence
favors a casual relationship between
sunlight and skin cancer in man, pro-
spective direct evidence to substanti-
ate the relationship will be difficult to
obtain for ethical and moral reasons.
However, the evidence indicates that
there is a lower risk in heavily pig-
mented Individuals; that there is a
continued rise in the incidence with In-
creasing age, thus Indicating a cumula-
tive effect from sunlight exposure; and
that the incidence rate is higher
among susceptible populations living
in subtropical and tropical latitudes.
Physical, genetic, and environmental
factors interact, apparently, to alter
the causal effect of sunlight on tumor
development (ref. 10).

In addition, factors unrelated to sun-
light may operate in the development
of basal cell carcinoma In man. This
conclusion is based on the observa-
tions that one-third of all basal cell
carcinomas occur in areas of the sian
receiving little or no UV radiation.
The ratio of the incidence of basal cell
carcinoma to squamous cell carcinoma
shows a great north-south difference
varying from approximately 10 to 1 In
favor of basal cell carcinoma In north-
ern cities, to 4 to 1 in northern and
central rural areas, and to 2 or 3 to 1
in southern rural areas (ref. 9). These
observations suggest that Increasing
exposure to sunlight has a greater,
effect on the development of squa-
mous cell carcinoma than on that of
basal cell carcinoma. nevertheless.
some association between basal cell
carcinoma and sunlight Is indicated
from epidemlological studies.

The Panel recognizes the influence
of genetic factors on the development

of skin cancer, Le., the protective
mechanism of skin pigmentation
which is genetically determined. The
susceptibility to skin cancer is de-
creased in individuals with deeply pig-
mented skin. Epidemiological evidence
indicates that susceptible individuals
have a fair complexion, light hair.
blue or gray eyes, tan less and to a
lighter color, and sunburn more easily
and more severely than individuals not
developing skin cancer. Studies show
ihat skin cancer patients have greater
outdoor exposure than those not af-
fected.

The Panel concludes that continu-
ous and prolonged exposure over the
years to sunlight increases the risk of
skin cancer in susceptible individuals
and that the use of sunscreens by such
Individuals may mitigate the harmful
effects of overexposure to the sun.
Below, the Panel assesses the overall-
harmful effects of sunlight exposure
and recommends that the labeling of
sunscreen products, alert the consum-
er to these harmful effects.

2. Premature aging of the sk-n in
suscuptible individuals. Another
harmful effect that may result from
the cumulative action of chronic pro-
longed exposure to the UV radiation
from the sun is a condition which has
been commonly referred to as prema-
ture aging of the skin. Premature
aging of the skin refers to the thin-
ning, dryness, and fine wrinkling pro-
duced by the exposure of the skin to
sunlight. Although the external char-
acteristics of this condition, ie, dry.
wrinkled, thin skin with a loss of elas-
ticity, are similar to the characteristics
of the aging process, premature aging
of the skin due tor UV radiation has
histological and biochemical charac-
teristics that differ qualitatively and
quantitatively from those seen in the
aging process. The changes that are
associated with premature aging of
the skin are seen in the dermis of the
skin. In addition to these dermal
changes are the effects that UV radi-
ation induces in the epidermal layer of
the skin, where the basal and squa-
mous cell epitheliomas (skin cancers)
casually related to sunlight exposure
occur. The relationship between the
changes in the dermal connective
tissue of the skin and epidermal car-
cinogenesis are not understood, al-
though dermal changes associated
with premature aging of the skin have
often been associated with skin cancer
formation (ref. 17).

The dry, wrinkled, atrophic condi-
tion of sunlight-exposed skin was first
reported by Unna from observations in
sailors. Since that observation, bio-
chemical and histological studies have
been done comparing the changes in
sunlight-exposed and unexposed skin
of white and nonwhite individuals.
Prolonged UV radiation from the sun
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on the dermal layer of exposed skin
ultimately produces elastic degener-
ation and elastic tissue dissolution.
This effect is qualitatively and quanti-
tatively different from the aging unex-
posed skin of white individuals and, in
addition, is less pronounced in both
the exposed and unexposed skin of
nonwhite (pigmented) individuals (ref.
18).

The quantity of elastic tissye in the
dermis of sunlight-exposed skin in-
creases with age in both white and
nonwhite individuals. This elastic
tissue hyperplasia is greater than that
seen in unexposed skin and is appar-
ently accompanied by a decrease in
collagen and eventually culminates in
the disintegration of the elastic fibers
into an amorphous mass as seen in
stained histological tissue sections.
The loss of the elasticity of exposed
skin is the result of the dissolution of
the elastic fibers. Quantitative bio-
chemical changes occur in elastic de-
generation of exposed skin that differs
from that seen in the aging process in
unexposed skin. In contradistinction
to aging unexposed skin, it has been
shown that in chronically sunlight-ex-
posed skin the concentration of hexo-
samine is increased and the concentra-
tion of hydroxyproline is decreased.
Glucosamine is also increased in
chronically exposed skin which is
thought to correlate with the in-
creased staining for mucopolysacchar-
ides in the skin (refs. 19 and 20).

Just as in studies on the effect of
pigmentation on the incidence of skin
cancer in man, it has been reported
that biopsies of exposed skin of elderly
nonwhite individuals showed little of
the elastic degenerative changes seen
in biopsy specimens obtained from
similar exposed regions of elderly
white individuals, and that biopsy
specimens of unexposed areas were
almost identical in similar age groups
of both white and nonwhite individ-
uals. The evidence pointed to a corre-
lation between the degree of pigmen-
tation and the degree of elastosis. The
less pigmented individuals showed a
greater amount of degeneration. The
reports indicate that pigmentation has
a protective effect and that the elasto-
tic degenerative effects of UV radi-
ation from the sun are not simply the
result of the aging process.,

The Panel concludes that because
pigmentation of the skin appears to
have an influence in preventing the
harmful effect of elastotic degener-
ation in sunlight-exposed skin, the use
of sunscreens may mitigate elastotic
degenertion in light skinned individ-
uals (susceptible individuals). It ap-
pears that elastotic degeneration (pre-
mature aging of the skin) is more
likely to occur in individuals with the
characteristics that make them sus-
ceptible to the harmful effects of

chronic exposure to UV radiation from
the sun, as discussed above.

3. Conclusions. The Panel recognizes
the epidemiological evidence that skin
cancer, and degenerative skin changes
(elastotic degeneration) commonly re-
ferred to as premature aging of the
skin are causally related to chronic ex-
posure to the UV radiation from the
sun. The Panel is concerned that be-
cause it is difficult to substantiate this
evidence by adequate and direct infor-
mation, susceptible individuals will
continue to be subjected to the harm-
ful effects of continuous sun exposure
without using whatever protection is
presently available. The Panel is fully
aware of the limitations of the present
sunscreens, i.e., primarily the inability
to remain on the skin under diverse
conditions, and the apparent irreversi-
bility of UV radiation damage to the
skin.

However, the Panel feels that be-
cause skin cancer is extremely
common in susceptible individuals,
amounting to one-third to one-half of
all cancers of all anatomical sites as re-
ported in the United States (ref. 10),
the use of sunscreens properly and
regularly applied may aid in reducing
this high incidence.

The Panel believes that sunscreens
would be beneficial for children and
adolescents with the susceptible skin
coloration, genetic background, and
geographical environments making
them likely to be subject to repeated
sunburns. The damage is cumulative
and 20 to 50 years may pass before
skin changes including skin cancers
appear.

Experimental studies in mice have
been reported to show that the topical
application of 3-benzoyl-4-hydroxy-6-
methoxy-benzenesulfonic acid and
aminobenzoic acid decreased the
erythematous and carcinogenic effect
of lv radiation (ref. 21). Whether
such results derived from animal stud-
ies can be extrapolated to chronic sun
exposure in man remains, of course,
undetermined, but the Panel feels
'that the topical application of sun-
-screens by susceptible individuals may
'mitigate the harmful effects of chron-
ic exposure to the sun.

Dermatologists routinely instruct
their patients who have skin cancer of
the sun-exposed areas to wear long
sleeves and a wide-brim hat, to avoid
sun exposure between 10 a.m. to 2 p.m.
solar time, and to use a sunscreen lib-
erally every day (women may substi-
tute a heavy opaque makeup) "even
just to take out the garbage." Most
physicians recommend sunscreens for
skin cancer patients, not to heal
damage that occurred years earlier,
nor to prevent skin cancers due to the
lag time of 10 to 30 or more years be-
tween the time the damage occurred
and the tumor appears, but to prevent'

skin cancer from today's exposure ap-
pearing 10 to 20 years hence.

Therefore, the Panel recommends
the following statement In the labe
ing for all sunscreen products: "Over-
exposure to the sun may lead to pre-
mature aging of the skin and skin
cancer. The liberal and regular uso
over the years of this product may
help reduce the chance of these harm-
ful effects." or "Overexposure to the
sun may lead to premature aging of
the skin and skin cancer. The liberal
and regular use over the years of this
product may help reduce the chance
of premature aging of the skin and
skin cancer."

4. Minority reporL The Panel voted
4 to 3 to support a claim which can be
used on labels of all sunscreen prodd
ucts. This claim suggests that skin
cancer may be prevented by the use of
any of these products. The claim pre-
supposes .that the person using the
product will use It correctly. It also
presupposes that alterations In the
skin are not yet present which could
result in skin cancer, whether the
product is used or not. Because data
are not yet conclusive that skin can-
cers are preventable by these OTC
products, the minority suggests that a
claim of "may reduce harmful effects
of the sun" is acceptable, but the final.
step of preventing cancer Is unwar-
ranted at this time. The consumer rep-
resentative concurs with the minority
report,
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E. SUN PROTECTION FACTORS

The "Sun Protection Factor" (SPF) is
used in Europe on sunscreen products. The
Sun Protection F'actor, which is related to
the Protective Index gives the consumer a
guide as to how the product will act on his
skin. The SP valife may be defined as the
ratio of the amount of energy required to
produce a minimum erythema dose (MED)

-or minimal sunburn through'a sunscreen
product film to the amount of energy to
produce the same MED without any treat-
ment. The following equation represents
this ratio: -

SPF value=MED Protected Skin/MED Un-
protected-Skin

The European experience over the
past 20 years has shown the following
protection factors based upon skin
types (ref. 1):

SPF value.and skin type

SPF 3-For nonsensitive skin and skin al-
ready- accustomed to the sun (minimal
protection).

SPF 4-For normally sensitive skin (moder-
ate.protection).. ...

5FF -Por-sensitiveskin (extra protection).

The Panel finds SPF values to be a
practical guide and has Included them
in the labeling to aid the consumer in
selecting the most suitable sunscreen
for his/her own purposes.

F. SUISCREEN AGENTS

The Panel has discussed the use of
OTC sunscreen drug products in re-
ducing by varying amounts the solar
radiation absorbed by the skin. The
amount of UV light from the sun that
penetrates the skin depends upon the
amount of energy selectively screened
by the product. Consequently, the
physiological effect on the skin, mani-
fested as erythema, Is determined in
large part by the quantity of radiation
of the sunscreen product permits the
skin to absorb, or conversely, the
quantity of UV energy the product
prevents the skin from absorbing. The
intensity of the erythemal response
correlates with the amount of radi-
ation absorbed by the individual's
skin. Therefore, the Panel has classi-
fied sunscreen active ingredients into
categories based upon their UV screen-
ing capacity.

The scientific literature contains
definitions of sunscreen types, describ-
ing the chemicals and substances used
to prevent sunburn. However, informa-
tion from consumer groups revealed
that the terms used, such as "sun-
screen," "sunshades," and "sunblock"
might not be meaningful to the gener-
al population. The Panel considered
many terms in an effort to find a noun
or adjective that would describe the
use of these preparations.

The Panel adopts the following defi-
nitions for therapeutic sunscreen
types:

1. Suqscreen sunburn preventive
agent An active ingredient that ab-
sorbs 95 percent or more of the light
in the UV range at wavelengths from
290 to 320 nm and thereby removes
the sunburning rays.

2. Sunscreen suntanning agent An
active ingredient that absorbs at least
85 percent of the light in the JV
range at wavelengths from 290 to 320
Inm, but transmits UV light at wave-
lengths longer than 320 nm. Such
agents permit tanning in the average
individual and also permit some red-
dening (erythema) without pain.

3. Sunscreen opaque sunblock- agent
An opaque agent that reflects or scat-

ters all light in the UV and visible
range at wavelengths from 290 to '77
nm and thereby prevents or minimizes
suntan and sunburn. Transparent
sunblock agents are not yet available
in the OTC drug marketplace.

The Panel realizes that these defini-
tions are based on the UV-absorbing
properties of a single active ingredient
of a sunscreen product and not on how
an ingredient may perform in a formu-
lation or in a combination product
during actual use on the skin. There-
fore, the Panel has recommended final
product testing of each formulation to
assure proper use. (See part I. para-
graph D. below--Sunscreen product
testing procedures for determination
of the sun protection factor (SPF)
value and related labeling claims.)

G. CATEGORIES OF SUNSCIEEN PRODUCTS

To aid the consumer in selecting the
type of sunscreen product best suited
to the ndividual's complexion (pig-
mentation), response to UV light and
the type of outdoor activity, the Panel
recommends the following product
category designations CPCD's) for the
product or formulation to be market-
ed:

1. Minimal Sun Protection ProducL
Sunscreen products that provide an
SPF value' of 2 to under 4, and offer
the least protection, but permit sun-
tanning.

2. Moderate Sun Protection Product.
Sunscreen products that provide an
SPF value of 4 to under 6 and offer
moderate protection from sunburning,
but permit some suntanning.

3. Extra Sun Protection Product
Sunscreen products that provide an
SPF value of 6 to under 8, offer extra
protection from sunburning and
permit limited suntanning.

4. MaximaL Sun Protection Product
Sunscreen products that provide an
SPF value of 8 to under 15. offer maxi-
mMl protection from sunburning, and
permit little or no suntanning.

5. Ultra Sun Protection Product
Sunscreen products that provide an
SPF value of 15 or greater, offer the
most protection from sunburning and
permit no suntanning.

The Panel reviewed the effects of
UV light on the skin (ref. 2). The
Panel has summarized the following
compilation of skin types, sunscreen
Sun Protection Factors, and Product
Category Designations discussed in
this document:

Skin types and recommended sunscreen products

Skin type Sunburn and tannin hbtory Recommended sun protection factor
and product category desfnaton

I ... Al-as burns easl1y never tam (ren- 8 or-mor (mx . ultra).
aithe).

UI Aluays burns esily tans minimally 6 to 7 (extra).
Cscroslre).

nlL .,,, Burns moderatey, tans gradually 4 to 5 (moderate).
IU1lhL brown ) (normal).

TV Burns rxnln always tans well 2 to 3 (minimal).
(moderate brown) (normal).

V,. Rarely bur=. tans profuxely (dark 2 (mInimal).
brown) (lnsenslUve).

VI .. Nevr burns; deeply pimnented (In- Noneindicated.
S t enaitive).

-- 'Based on flnt50 to 45 mlnut e sun expo-sure alter w-late' seso ornosun exposure.
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The Panel recommends that the fol-
lowing compilation of skin types and
product category designations be ap-
propriately included in labeling as a
guide:

RECOmrENDED SUNSCREEN PRODUCT GuIDE

Sunburn and Tanning History and
Recommend Sun Protection Product

Always burns easily; never tans.-Maximal,
Ultra.

Always burns easily; tans minimally.-
Extra.

Burns moderately; tans gradually.-Moder-
ate.

Burns minimally; always tans well.-Mini-
mal.

Rarely burns; tans profusely.-Minimal.

The Panel believes this "Recom-
mended Sunscreen Product Guide"
will benefit the consumer. On first
using this scale some people may mis-
judge the reactivity of their skin to
sunlight. Elevated heat and humidity,
sweating, and swimming may lower
the SPF value at any one time for an
individual. In practical terms, a person
ivho usually gets red in the sun after
20 minutes should be able to stay in
the sun for 120 minutes (2 hours) if he
applies a sunscreen of extra protection
(SPF 6), i.e., 20 minutes X 6. provided
the product is not washed or sweated
off.

As noted above, the Panel suggests
five PCD categories, i.e., minimal,
moderate, extra, maximal, and ultra
protection. The maximal protection
(SPF 8) category would protect, for
320 minutes, the average person who
would be burned in 40 minutes or
through the dangerous sunburning
hours of 10 a.m. to 2 p.m. Once the
skin has become accustomed to the
sun, the individual's self-protection
period is longer, and in practice this
means that gradually a product with a
lower PCD can replace a product with
a higher PCD because the risk of sun-
burn has become smaller.

The Panel recommends the use of
the guideline outlined above with the-
inclusion of the ultra protection (SPF
15 or more) category for highly sensi-
tive individuals needing this degree of
protection against UV light. The Panel
emphasizes that the PCD for the
package labeling is determined for the
final product or furmulation, not the
active ingredient alone.

REFERENCES
(1) Greiter, F., "Sonnenschutzmittel-

Typen und Anwendung," Sonderdruck aus"
Parfumerie und Kosmetick, 55:199-202,
1974.

(2) Jimbow, K., M. A. Pathak, G. Szabo
and T. B. Fitzpatrick, "Ultrastructural
Changes in Human Melanocytes after Ultra-
violet Radiation," in "Sunlight and Man,"
Edited by M. A. Pathak, T. C. Harber, M.
Seiji and A. Kukita. University of Tokyo
Press. Tokyo, pp. 195-215, 1974. *

'H. LABELING OF SUNSCREEN PRODUCTS

1. Indications. The indications for
use of a sunscreen are to be simply
and clearly stated. Statements of indi-
cation for use are to be specific and
confined to the conditions for which
the product is recommended. The di-
rections for use are to be clear and
provide the user a reasonable expecta-
tion of the results anticipated from
use of the product.

The indications for use may contain
any of the following:

a. For all (minimal, moderate, extra,
maximal, and ultra) sunscreen prod-
ucts. (1) "Sunscreen to help prevent
sunburn."

(2) "Filters (or screens) out the sun's
burning rays to prevent sunburn."

(3) "Screens out the sun's harsh and
often harmful rays to prevent sun-
burn."

(4) "Overexposure to the sun may
lead to premature aging of the skin
and skin cancer. The liberal and regu-
lar use over the years of this product

,may help reduce the chance of these
harmful effects."

(5) "Overexposure to the sun may
lead to premature aging of the skin
and skin cancer. The liberal and regu-
lar use over the years of this product
may help reduce the chance of prema-
ture aging of the skin and skin
cancer."

b. Additional indications. In addi-
tion to the indications provided above
in item a., the following may be used:
(1) For minimal sunscreen products.
(i) "Affords minimal protection
against sunburn."

(ii) "Prolongs exposure time before
sunburn occurs."

(iii) "Permits tanning (or suntan-
ning) and reduces chance of (or mini-
mizes) sunburning."

(iv) "Helps prevent sunburn on limit-
ed exposure of untanned skin."

(v) "Helps to protect the skin
against sunburn while permitting tan-
ning."

(vi) "Allows you to stay in the sun 2
times longer than without sunscreen
protection."

(vii) "Provides 2 times your natural
protection from sunburn."

(2) For moderate sunscreen products,
(i) "Affords moderate protection
against sunburn."

(ii) "Prolongs exposure time before
sunburn occurs."

(ii) "Permits tanning (or suntan-
ning) and reduces chance of (or mini-
mizes) sunburning."

(iv) "Helps prevent sunburn on mood.
erate exposure of untanned skin."
(v) "Allows you to stay in the sun 4

times longer than without sunscreen
protection."

(vi) "Provides 4 times your natural
protection from sunburn."

(3) For extra sunscreen products, (1)
"Affords extra protection against sun-
burn."

(ii) "Prolongs exposure time before
sunburn occurs."

(iii) "Permits limited' tanning (or
suntanning) and reduces chance of (or
minimizes) sunburn." -

(iv) "Helps prevent sunburn."
(v) "For sun-sensitive skin."
(vi) "Extra protection against sun-

burn for blondes, redheads and fair.
skinned persons."

(vii) "Allows you to stay in the sun 6
times longer than without sunscreen
protection."

(viii) "Provides 6 times your natural
protection from sunburn."

(4) For maximal sunscreen products.
(i) "Affords maximal protection
against sunburn."

(ii) "Prevents sunburn and limits
tanning."

(iii) "For sun-sensitive skin."
(iv) "Maximal protection against

sunburn for blondes, redheads and
fair-skinned persons."
(v) "Allows you to stay In the sun 8

times longer than without sunscreen
protection."

(vi) "Provides 8 times your natural
protection from sunburn,"
(5) For ultra sunscreen products, (1)

"Affords the most protection against
sunburn."

(ii) "Prevents tanning and sunburn."
(iII) "For highly sun-sensitive skin."
(iv) "Greatest protection against

sunburn for blondes, redheads and
fair-skinned persons."

(v) "Provides the highest degree of
sunburn protection and permits no
tanning,"

(vi) "Provides the highest degree of
sunscreen protection and permits no
tanning."

c. For all (maximal and ultra) sun-
screen products that contain sutn.
screen opaque sunbloclc ingredients.
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-Reflects the burning rays of the
sun."

2. Statement on product perform-
ance-(a) Product Category Deiigna-
tion (PCD). The Panel concludes that
improved, more informative labeling
should bb provided to the consumer to
aid in selecting the most appropriate
sunscreen product. The Panel recom-
mends that the following labeling
statements be prominently placed on
the principal display panel of appro-
priate products:

(1) Products containing active ingre-
dients that provide a SPF value of 2 to
under 4: "Minimal Sun Protection
Product (SPF 2)-Stay in the sun
twice as lopg as before without sun-
burning."

(2) Products containing active ingre-
dients that provide a SPF value of 4 to
under 6: "Moderate Sun Protection
Product (SPF 4)-Stay in the sun 4
times as long as before without sun-
burning."

(3) Products containing active ingre-
dients that provide a SPF value of 6 to
under 8: "Medium Sun Protection
Product (SPF 6)-Stay in the sun 6
times as long as before without sun-
burning."

(4) Products containing active ingre-
dients that provide a SPF value of 8 to
under 15: "Maximal Sun Protection
Product (SPF 8)-Stay in the sun 8
times as long as before without sun-
burning."

(5) Products containing active ingre-
dients that provide a SPF value of 15
or greater: "Ultra Sun Protection
product (SPF 15)-Stay in the sun 15
times as long as before without sun-
burning."

(b) Labeling claims related to the
PCD and SPF value. The Panel recom-
mends any of the following labeling
claims for sunscreen products that sat-
isfy the sunscreen product testing pro-
cedures described elsewhere in this
document. (See part MI. paragraph D.
below--Sunscreen product testing pro-
cedures for determination of the sun
protection factor (SPF) value and re-
lated labeling claims.)

(1) For all (minimal, moderate,
extra, maximal, and ultra) sunscreen
products that satisfy the water resis-
tance testing procedures. (i) "Water re-
sistant."

(ii) "Retains its sun protection for at
least 40 minutes in the water."
(iii) "Resists removal by sweating."
(2) For all (minimal, moderate,

extra, maximal, and ultra) sunscreen
products that satisfy the waterproof
testing procedures. (i) "Waterproof."

(ii) "Retains its sun protection for at
least 80 minutes in the water."
(iii) "Resists removal by sweating."
(3) For all (minimal, moderate,

extra, maximal, and ultra) sunscreen
products that satisfy, the sweat resis-
tance testing procedures. (i) "Retains

its sun protection for at least 30 min-
utes of heavy sweating."

(ii) "Sweat resistant."
3. Warnings-a) For all (minimal,

moderate, extra, maximal, and ultra)
sunscreen products The labeling of all
sunscreen products should contain the
following warnings:

(1) "For external use only, not to be
swallowed."

(2) "Avoid contact with the eyes."
(3) "Discontinue use if signs of Irri-

tation or rash appear."
(b) Specific warnihzgs-l) For sun-

screen products providing an SPF
value of 2 to under 4: "Use on children
under 2 years of age only with the
advice of a physician."

(2) For sunscreen products providing
an SPF value of 4 or greater. "Use on
children under 6 months of age only
with the advice of a physician."

4. Directions for ue. The Panel be-
lieves than many consumers use inad-
equate amounts of sunscreen. Offering
more detailed guidelines would benefit
the consumer.

Based on a review of the available
data, the Panel recommends that the
"Directions for Use" state: "Apply lib-
erally before sun exposure and reap-
ply after swimming or after excessive
sweating."

However, for sunscreen products
that satisfy the water resistance, wa-
terproof, and sweat resistance testing
procedures described elsewhere in this
document, the directions for use in the
labeling of these products may be
modified in accordance with the re-
sults of the test. (See part HI. para-
graph D. below-suncreen product
testing procedures for determination
of the sun protection factor (SPF)
value and related labeling claims.) The
Panel recommends that for sunscreen
products that satisfy these testing pro-
cedures the following labeling modifi-
cations replace the directions-for-use
labeling indicated above:

(a) For all (minimal, moderate,
extra, maximal, and ultra) sunscreen
products that satisfy the water resis-
tant testing procedures. "Apply liberal-
ly before sun exposure and reapply
after 40 minutes in the water or after
excessive sweating."

(b) For all (minimal, moderate,
extra, maximal, and ultra) sunscreen
products that satisfy the waterproof
testing procedures. "Apply liberally
before sun exposure and reapply after
80 minutes in the water or after exces-
sive sweating."

(c) For all (minimal, moderate,
extra, maximal, and ultra) sunscreen
products that satisfy the sweat resis-
tance testing procedures. "Apply liber-
ally before sun exposure and reapply
after 30 minutes of excessive sweat-
ing."

I. SUNSCREEN PRODUCTS CONTAIGIG
DIHYDROXYACETONE

Dihyroxyactone (DHA) is an ingredi-
ent Included in sunscreen prepara-
tions. Based upon the discussion
below, the Panel concludes that DHA
is a cosmetic in all cases except when
used in sequential conjuction with-law-
sone.

DHA Is also know as 1,3-dihydroxy-
2-propanone. It is produced from glyc-
erol by Aerobacter species under aero-
bic conditions. It Is a fairly hygrosco-
pic, crystalline powder having a char-
acteristic odor and a sweet and cooling
taste. DHA normally occurs as a dimer
In which form it is slowly soluble in 1
part water and 15 parts alcohol When
freshly prepared, DHA reverts rapidly
to a monomer in solution, in which
form It is very soluble in water, alco-
hol, ether, and acetone. DHA is a
three-carbon sugar and is an interme-
diate in the metabolism of carbohy-
drates in higher plants, animals, and
man (refs. I and 2).

DHA has a unique property of pro-
ducing a reddish brown color when in
direct contact with the keratin of the-
skin. The mechanism of action for pro-
ducing this color is not completely un-
derstood, but most studies agree that
DHA reacts with certain amino acids
of the stratum corneum to form the
color, the intensity of which is directly
related to the skin's thickness (refs. 1,
3, and 4). Because the epidermis con-
taining keratin varies over different
areas of the body, different degrees of
coloration may result. Areas such as
the palms of the hands, warts, and cal-
loused skin react to a greater extent
than surfaces where skin is thinner.
Scar tissue does not react to the
extent of normal skin and may show
up as a light-colored contrast. The
nails and hair of the body show less
affinity for DHA and therefore do not
react as readily to coloration. Repeat-
ed application will cause an increased
progressive darkening, as also will an
increase in concentration. Alcohols,
change in pH, and surfactants may
also increase the rate of reaction. It
should be noted that human sweat
also contains the amino acids neces-
sary to promote coloration (refs. 1, 3,
and 4).

One manufacturer submitted data
for a sunscreen product composed of
two separate lotions containing DRA
and lawsone, respectively. The lotions
are to be applied to the skin only in
the stated sequence. Labeling for the
product includes claims such as "sun-
screen ltion," "for protection of sun-
sensitive skin," and "water-resistant
barrier to sun's ultraviolet rays."
Therefore, the Panel addressed the
product not as a cosmetic, but as a
sunscreen. Safety and efficacy of DHA
In conjunction with lawsone is dis-
cussed below. (See part I. paragraph
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B.I.1. below-Lawsone with dihydrox-
yacetone.)

DNA has not been shown to be ef-
fective as a topical sunscreen when
used alone. Current scientific evidence
shows that DHA, except in conjunc-
tion with lawsone, has no appreciable
sLin-screening activity.

Shaffer et al., using 10 white male
volunteers, tested the sunscreening
properties of DNA. Each subject had
three test areas, each measuring 1
inch by 1 Inch, marked on the arm.
One of the test areas contained amino-
benzoic acid, the second area con-
tained 2 percent DHA in isopropyl al-
cohol, and the third area was used as a
control. The areas were subjected to a
4+ erythema dose of UV light with a
fluorescent UV lamp. Observations
from the test showed the aminoben-
zoic acid test area with no erythema;
the control area developing a 4+
erythema; and the DHA area showing
6 subjects with 4+ erythema, 2 sub-
jects with 3 -1 erythema, and 2 subjects
with 2+ erythema (ref. 5).

Studies performed by Fusaro et at
'(ref. 6) and Rice (ref. 4) demonstrated
that test sites treated with -single
active ingredient preparations of DHA
or lawsone were essentially unprotect-
ed when compared with those sites
treated with both ingredients either in
a freshly prepared combination prepa-
ration or in separate vehicles.

Mumford (ref. 7) states that DNA
does not diminish .the response to UV
radiation. Comparative testing showed
equal erythema when applied to paint-
ed and unpainted skin. Repeated ap-
plication of DNA to recently excised
human mammary skin did not appear
to develop melanin type of pigment.

Maibach and Kligman tested sun-
screening with 5 percent DHA. The
backs of 10 white male subjects, half
of the back of which were painted
witl 5 percent DHA, and the other
half serving as a control, were subject-
ed to VV radiation and observed for
erythema. Results of this test proce-
dure found that DHA neither in-
creased nor decreased the erythema or
tanning response to UV light (ref. 8).

There were no product submissions
made to the Panel using DHA as a
single ingredient. However, sunscreen
products containing DHA were sub-
mitted to the Panel for review in com-
bination with the sunscreen ingredi-
ents homosalate and padimate A.
These products are not for sequential
use. The safety and effectiveness of
the sunscreens Jomosalate and padi-
mate A are reviewed separately below.
(See part III. paragraphs B.Lk. and o.
below-Homosalate; Padimate A).
These submissions label DHA a cos-
metic and do not make any claims
showing that DHA will afford any ad-
ditional sun-screening protection.

Studies were performed to deter-
mine the protective effectiveness of
two sunscreen lotions, each containing
8 percent homosalate with and with-
out 3.5 percent dihydroxyacetone,
against erythema induced by UV light
exposure on nontanned and dihydrox-
yacetone-tanned skin (ref. 9). In the
first study, a strip of skin on the lower
abdomen of a subject was tanned by
six applications of a dihydroxyacetone
lotion over a 6-hour period. The next
day a template was used to mark off
eight comparable areas, four non-
tanned and four dihydroxyacetone-
tanned. Within each set, two areas
were used as controls, one area was
covered with the homosalate/dihy-
droxyacetone lotion, and the remain-
ing area was covered with the homosa-
late lotion: All areas were then ex-
posed to 1 hour of late morning sun-
light and were scored 24 and 48 hours
afterwards on a scale from 0 (no eryth-
ema) to 4+ (deep red and painful blis-
ters). The previously tanned control
areas showed slight erythema (1+) at
24 hours and were lighter (0.5+) by 48
hours, whereas the nontanned control
areas were scored 3+ (deep red with
slight pain) at 24 and 48 hours. Those
areas treated with the two sunscreens
showed no erythema except for the
nontanned areas treated with the ho-
mosalate lotion, which were.scored 1+
(definite pink or light red) at 24 and
48 hours. Similar results were ob-
tained in another study wherein the
undersides of three subjects' forearms
were prepared in the above-described
manner and exposed to the light of a
sunlamp at a distance of 12 inches. In
a third study a strip across the back of
each of 12 subjects (six male and six
female) was tanned with two applica-
tions of a dihydroxyacetone prepara-
tion, one application in the fprenoon,
and a second later in the afternoon.
The next day, templates were used to
mark off three 1 inch squares each of
nontanned and tanned skin. Within
each set, one area served as a control;
one was treated with the homosalate/
dihydroxyacetone lotion; and the re-
maining square was treated with the
homosalate lotion. Owing to rain con-
ditions, a sunlamp instead of natural
sunlight was used as the light source,
with the nontanned control areas
being irradiated for 4 minutes while
all other areas were Irradiated for 8
minutes at a distance of 12 to 14
inches. All areas were scored 24 and 48
hours afterwards using the above-de-
scribed scale. The pretanned control
areas (1.67+ average) showed slightly
less erythema than the nontanned
control area (2+ average), even
though the pretanned areas were irra-
diated twice as long. The protective
action of pretanning with dihydroxya-
cetone was demonstrated by those
areas treated with the two sunscreens.

In this study, however, the homosa.
late lotion (average of 0.42+ and
0.96+ for pretanned and nontanned
areas, respectively) provided slightly
better protection than the homosa-
late/dihydroxyacetone lotion (average
of 0.17+ and 0.62+ for pretanned and
nontanned areas, respectively). This
difference was explained by the vari-
able thicknesses at which these sun
screen lotions were applied.

The Panel concludes that DHA
alone is not a sunscreen, but a cosmet-
ic. The Panel further concludes that
DRA is a sunscreen when used sequen-
tially with lawsone,
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J. COrBIIATIONS

1. Combinations of sunscreen active
ingredients. The Panel has reviewed
the submitted data and finds that a
majority of marketed sunscreen prod-
ucts contain only one or two sunscreen
active Ingredients. Additional sun-
screen active ingredients are included
primarily to enhance the performance
of the final product formulation. Be-
cause each final product formulation
intended for OTC use is requred to
comply with the testing procedure
provided for in the OTC sunscreen
monograph described below, the Panel
has established no upper limit to the
number of sunscreen active Ingredi-
ents a product may contain. However,

.the Panel believes it is reasonable to
require that additional sunscreen
active ingredients must make a contri-
bution to the designated indications
for the product and not merely be In-
cluded for marketing promotion pur-
poses.

The Panel concludes that two or
more sunscreen active ingredients may
be combined provided that:

a. Each is present in sufficient quan-
tity to act additively or by summation
to produce the claimed therapeutic
effect when the ingredients are within
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the effective concentration range spec-
ified for each ingredient in the mono-
graph.

b. The ingredients do not interact
with each other and one or more do
not reduce the effectiveness of the
other or others, by precipitation,
change in alkalinity or acidity, or in
some other manner that reduces the
claimed therapeutic effect.

c. The partition of the active ingredi-
ents belween the skin and the vehicle
in which thay are incorporated is not
impeded and the therapeutic effective-
ness of each remains as claimed or is
not decreased.

2. Combinations of sunscreen and
nonsunscreen active ingredients. The
Panel also concludes that sunscreen
active ingredients may be combined
with other active ingredients, e.g., skin
protectants, provided that the ingredi-
ents are generally recognized as safe
and effective, ie., Category I active in-
gredients.

III. SUNSCREENs

A. GENERAL COMMENT

A considerable number of OTC sun-
screen preparations are now available
to the American public for prevention
of sunburn. %As was mentioned above,
other ingredients that are not sun-
screens may be included in marketed
products. These may also be active in-
gredients, but not sunscreens, or de-
clared as inactive ingredients used as
emollients or moisturizers. Regardless
of composition, the final formulation
for marketing should be evaluated by
the procedures described below. (See
part MI. paragraph C. below-Data
Required For Evaluation.) As back-
ground to a survey of the safety and
efficacy of such preparations, it is nec-
essary to understand certain aspects of
the anatomy and physiology of the
skin, as well as give some considera-
tion to the penetration of materials
into and through the skin barrier.

1. The skin. The anatomy and physi-
ology of the skin was considered by
the Panel using standard references
and texts. Concerning certain features
on which there was little objective
data, the following decisions were
made:

a. Age.- The Panel accepted adult
human skin to be older than 6 months
of age. It is possible that geriatric skin
requires special consideration, the pa-
rameters of which are poorly under-
stood. Human skin, under the age of 6
months, may well have different ab-
sorptive characteristics. The Panel
concludes that products providing a
mainimal SPF value of 2 to under 4
should not be used on children undeF2
years, and products providing a mini-
mal SPF value of 4 should not be used
on children under 6 months of age.

To provide an added .margin of
safety, the ingredients reviewed below
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are not to be used on children under
the age of 6 months. This margin of
safety Is considered Important because
of the problems of medicating young
children. Biologic systems which me-
tabolize and excrete drugs absorbed
through the skin may not be fully de-
veloped in children under the age of 6
months.

b. Sex Although obvious differences
are known between male and female
skin. the Panel believes that these are
not likely to affect the safety or effi-
clacy of the various ingredients consid-
ered as sunscreens.

2. Skin Penetration. The Panel has
recommended that sunscreens be dis-
continued if signs of Irritation or rash
appear. However. possible penetration
of sunscreens through the intact skin
was considered by the Panel.

Skin penetration is a complex proc.
ess that is modifled by numerous fac-
tors. Three portals of entry are possi-
ble throigh the human skin. They are
the epidermal barrier, the hair folli-
cles, and the sweat glands. For practi-
cal purposes, all absorption occurs
through the epidermal barrier and
sweat glands. The epidermal barrier
consists of the stratum corneum.
which is a keratophospholipid com-
plex up to 1,500 microns thick. Absorp-
tion through these barriers depends
primarily on the physicochemical
structure of the drug and less so on

*the vehicle is which It is contained.
However, the vehicle is Important and
will be considered later.

Three important conditions of the
skin affect drug penetration. The con-
ditions are physiological, physlcoche-
mical, and abnormal skin.

a. Physiological conditions. (1) Skin
age which is discussed above.

(2) Blood flow within the skin may
increase or decrease penetration, but
this effect is questionable and may not
directly affect absorption by the flow
rate alone.

(3) Data on penetration based on
skin site is conflicting and Includes
variations of absorption in the same
site for reasons that are unclear. Stud-
les in cadaver skin suggest that ab-
sorption Is directly related to skin
thickness and that it is greater In
areas where large hair follicles are
present.

Various skin sites have considerable
difference in dermal thickness, In sec-
ondary skin appendages including the
number of sweat glands and hair folli-
cles, and in the physical location of
the skin. For example, in areas well
supplied with sweat glands in close ap-
position to other skin areas, such as
the axilla (armpit) and the groin
(crotch), medications applied may be
more irritating than In other locations
because of the presence of constant
moisture and friction. Specialized
sweat glands, as found In the ear
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canal, produce a waxy, protective se-
cretionwhich may further limit the
juxtaposition of medication to the
skin surface; mucous membranes in
close apposition to the skin as found
in the mouth, the inner aspects of the
labia, and the inside of the eyelids,
commonly absorb medications many
times more readily than does the skin.

(4) Human skin appears to be
unique, and Its characteristics and re-
lation to drug absorption are not mim-
icked exactly by any other species.

b. Physicochemical conditions. (1)
The skin can absorb considerable
quantities of water. By hydrating the
skin, absorption is facilitated. Com-
plete occlusion by physical means can
increEse absorption 100-fold.

(2) The varying temperatures ranges
obtainable in human environments
greatly affect absorption.

(3) In general, increasing concentra-
tion leads to increased absorption of
drugs applied to the skin. However, in
almost every instance, a plateau effect
occurs because there may be a reduced
rate of absorption in high concentra-
tion due to the effects of the drug on
the skin Itself.

(4) The Panel accepts the Meyer-
Overton theory that lipid-soluble sub-
stances diffuse through the lipid por-
tion of the skin barrier and water solu-
ble substances diffuse through the hy-
drated component of the proteins
found within this barrier (ref. 1). The
partition coefficient is rate-limiting
when related to the drug in Its vehicle
and the stratum corneum

Substances soluble in both water
and lipid readily penetrate the skin
barrier.

(5) Generally, smaller molecules
penetrate more-rapidly than larger
molecules; substances up to the size of
1,000 daltons are usually well ab-
sorbed, while larger ones have more
difficulty. Polar groups show less ab-
sorption than nonpolar groups. Al-
though molecular configuration un-
questionably affects absorption, the
mechanisms involved are not well un-
derstood.

(6) Vehicles are Important in deter-
mining the state of the drug with re-
spect to absorption and will be consid-
ered below.

The vehicles in which drugs are con-
tained are secondary in importance to
other conditions discussed, but they
are important nonetheless. For exam-
ple, a drug should not bind too strong-
ly to any component of its vehicle so
that Its partition with respect to the
skin barrier favors the vehicle. Low ve-
hicular affinity is desirable.

Although the original charge to the
Panel was to review only the active in-
gredients for safety and effectiveness,
the Panel believes that the vehicle in
which the ingredient or combination
of ingredients resides may have con-
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siderable effect on the effectiveness of
the ingredient or ingredients involved.

The Panel stresses that continued
contact of a film of the active ingredi-
ent is essential for efficacy -in most
cases. Therefore, the medium in which
an active ingredient is incorporated
must provide not only the necessary
solubility and stability, but also main-
tain contact of the active ingredient
with the skin. A medium must not
retard the passage of the drug into the
skin, thereby decreasing its bioavaila-
bility.

The rate of diffusion of a drug
within its vehicle bears a direct rela-
tionship to its ability to penetrate the
skin barrier, as does the rate of release
of the drug from the vehicle. The ve-
hicle may have an effect on the hydra-
tion of the stratum corneum. In gener-
al, vehicles which increase or maintain
hydration promote drug absorption,
but this is not universally tlue.

Surface-active agents (surfactants)
within the vehicle may change the
physical state of the water within the
skin and thereby increase absorption
of polar compounds. Cationic and non-
ionic groups are considerably less
active than anionic groups. Most vehi-
cles consist of emulsions in which
there Is at least one immiscible liquid
within another consisting of a discon-
tinous, internal, or dispersed phase
and a continous, external, or nondis-
persed phase. At the interface, surface
tensions are smaller than the largest
value of any of* the elements of an
emulsion. Within an emulsion, there
may be surface-active. agents which
are compounds strongly absorbed at
surfaces which have polar and/or non-
polar groups.

Other ingredients combined with an
active ingredient may also affect effec-
tiveness by altering the pH of the
medium in which the active ingredient
is incorporated, thereby changing its
ionization and lipophilic qualities. An
active ingredient which is effective in
the form of a free base may be less ef-
fective or ineffective as a salt.

Other semisolid dermatological vehi-
cles, which may or may not be emul-
sions, are classified as follows: Oint-
ments; cerates or pastes (stiffer than
ointments); oleaginous or hydrocarbon
vehicles (generally consisting of fatty
acids which may become rancid); ab-
sorption bases which specifically
absorb water; emulsion bases; vanish-
ing creams which contain approxi-
mately 75 percent water; and com-
pletely water soluble agents such as
low molecular weight carbowaxes or
polyethylene glycol. Some of the
latter, with molecular weights of 1,500
daltons or more, have approximately
the same solid characteristics as petro-
latum.

An ideal sunscreen vehicle would be
stable, neutral, nongreasy, nonde-
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greasing, nonirritant, nondehydrating,
nondrying, odorless, efficient on all
kinds of human skin, hold at least 50
percent water, be easily compounded
of known chemicals, and have infinite
stability during storage. There is no
ideal vehicle. Vehicles in common use
represent'a compromise of advantages
against disadvantages, many of which
have been noted previously. It is diffi-
cult to predict with any degree of ac-
curacy the influence of vehicular for-
mulations on the percutaneous absorp-
tion of drugs. Many authorities believe
that medicinals are absorbed more
readily from animal or vegetable oils
than from petrolatum bases.

Vehicles for topical delivery of active
ingredients are complex mixtures of
substances designed to impart a cer-
tain characteristic to the finished
product. Although classified as inac-
tive or inert ingredients, many vehicles
are involved in physical and 'chemical
interactions with the outer layer of
human skin (the stratum corneum).
The persistance, penetration, and re-
sistance of the active ingredients to
abrasion, sweating, and washing often
depends upon the vehicle. Ingredients
reviewed by this Panel were catego-
rized on the basis of their currently
employed topical vehicles.

The Panel strongly recommends
that all inactive ingredients, including
those in the vehicle, be listed with or
without a statement of their quantity.
The consumer, his/her physican, or
his/her pharmacist may need to know
all the ingredients in a product for a
variety of reasons, including possible
adverse responses on the part of the
user.

Therapeutic claims cannot be made
on the basis of inactive ingredients or
veLicles alone. Because these sub-
stances are intended for topical appli-
cation where cosmetic elegance- and
cosmetic acceptance are considerations
for the consumer, a fair statemefit de-
scribing the vehicle formulation is rea-
sonable, such as nongreasy, nonstain-
ing, oily, greaseless, velvety, emollient,
moisturizer, nonsticky, etc.

c. Abnormal skin. Any skin abnor-
mality tends to increase absorption of
chemicals through it, but a few skin
abnormalities decrease absorption.

The Panel recognizes that drugs ef-
fective on the mucous membrane may
not be effective on the intact skin. In
some cases, concentrations effective on
mucous membranes may be inad-
equate on the skin. Therefore, trials of
drug absorption on mucous mem-
branes are not acceptable indications
for use on intact or damaged skin.
1 3. Determination of safety and effec-
tiveness-a. Safety. It was decided by
the Panel that all materials applied to
the human skin should also be tested
for toxicity in test animals given the
ingredient internally, by either the

oral route or by injection. Such animal
testing is necessary, whether or not
substantivity or absorption has been
shown, because individuals, especially
children, may accidentally Ingest or
inhale the agents, or absorb them
through the skin.

Clinical use and marketing, experi-
ence were also used by the Panel In ea-
tablishing the safety of sunscreen In-
gredients. The Panel accepted the
data on "complaints per unit sold,"
submitted by the various companie3,
as one indicator of human safety for
final preparations. However, anecdotal
descriptions of toxicity were not serl-
ously considered by the Panel unless
they were supported by data that in-
cluded the units of actual use.

When a drug is available for wide-
spread use as in OTC sunscreen prod-
ucts, its safety must be well-document-
ed by data on its toxicology, excretion,
and pharmacologic action. The Panel
evaluated the submitted toxicological
data and classified the ingredients as
described below.

A number of patch test methods are
applicable to human safety testing of
category III ingredients or final prod-
ucts. These tests have proven valuable
in predicting skin irritancy and sensiti-
zation. The Panel recommends the fol-
lowing methods of patch testing:

(1) The Draize human skin irrltancy
and sensitization tests and the various
modifications utilizing the subject's
back or arm may be used (ref. 2).

(2) The method of Shelanski and
Shelanski (ref. 3) Is one In which the
active ingredient or formulation Is ap-
plied regularly to the test site for 3 to
4 weeks. Then, following a rest period
of 2 weeks, a single challenge applica-
tion of the drug or formulation is
made (ref. 3). The early applications
are to detect primary skin Irritants
and initiate sensitization. The chal-
lenge dose is to detect skin sensitizero.

(3) The maximization procedure of
Kligman or its modifications uses an
irritant on the test site, thereby has-
tening and accentuating the shin scn-
sitizing potential of a substance (ref.
4).

b. Effectiveness. The effectiveness of
all category I sunscreens has been
demonstrated by appropriate studies.
The UV absorbance of the Individual
sunscreen between 290 and 320 nm
was established. In addition, In most
instances data were available for
human subjects treated either with ar-
tificial sunlight or with natural sun-
light.

4. Percutaneous absorption. As
noted above, certain ingredients are
efficacious In relation to their percu-
taneous absorption which may also be
related to toxicity. Therefore, the
Panel considers certain in vitro studles
to be applicable both for safety and ef-
ficacy. Penetration studies of drugs In
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animals are, unfortunately, not direct-
ly applicable to man. Some drugs can
be applied to large surfac6 areas of the
body, and drug penetration can be de-
termined from blood level and excre-
tion detection. Inferences of safety
can then be made based on the drug
levels obtained when related to toxic-
ity 'studies. Methods to detect minute
quantities of some substances are not
available, and in general, no standard
procedure to measure skin penetration
in man exists. Animal studies should
be performed as a preliminary to
human in vivo testing.

5. Photosensitization. Photosensiti-
zation is a broad term used to describe
a rare but abnormal or adverse cutan-
eous reaction to light energy including
both the more common phototoxic
and the uncommon photoallergic re-
sponses.

a. Photoallergy. Photoallergy (ref. 5)
is an acquired altered photoreactivity
dependent on an antigen-antibody or
cell-mediated hypersensitivity state.
The reactions may be produced by the
sun alone or may depend on the pres-
ence of a photosensitizer. The clinical
pattern may range from immediate ur-
ticarial lesions to delayed papular.and
eczematous lesions. The Panel knows
of no universally acceptable test to
detect potential photoallergy in man.

b. Plototoxicity. Many dermal prep-
aiations fluoresce under UJV light
stimulation, and the energy produced
may cause lesions. This process is
called phototoxicity. Tests for photo-
toxicity are extant in animals and
man. Sunlight-induced injury of the
skin is generally toxic and independ-
ent of allergic mechanisms. It can be
likened to a primary irritant reaction.
The responses are characterized clini-
cally by erythema and edema which
may occur within minutes after irra-
diation, but are usually delayed. The
usual response appears as an exagger-
ated sunburn.
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B. CATEGORIZATION OF DATA
1. Category I conditions under which

sunscreen active ingredients are gener-
ally recognized as safe and effective,
and are not misbranded. The Paxiel
recommends that the category I condi-
tions be effective 30 days after the
date of publication of the final mono-
graph in the FEDmraL REcLsTnR.

CATEGORY I ACTrVE flGIIEDIETS

The Panel has classified the follow-
ing sunscreen active Ingredients as
safe and effective and not misbranded:
Aminobenzolc acid
Cinoxate
Dlethanolamine p-methoxyclnnamate
Digalloyl trioleate
Dloxybenzone.
Ethyl 4-[bls(hydroxypropyl)J aminoben-

zoate
2-Ethylhexyl 2-cyano-3.3-dlphenylacrylate
Ethylhexyl p-metho ycinnninate
2-Ethylhexyl salcylate
Glyceryl aminobenozate
Homosalate
Lawsone with dihydroxyacetone
Menthyl anthranilate
Oxybenzone
Padimate A
Padimate 0
2-Phenylbenzmidazole-5-sulfonle acid
Red petrolatum
Sullsobenzone
Titanium dioxide
Triethanolamine sallcylate

a. Aminobenzoic acid. The Panel
concludes that amInobenzolc acid is
safe and effective for OTC use as a
sunscreen as specified in the dosage
section discussed below.

There are three Isomers of amino-
benzoic acid-the ortho, meta, and
para. The ortho and meta isomers
have little, if any, use in human thera-
peutics. The Panel recognizes only the
para isomer, para-amlnobenzole acid.
in its deliberations. AmInobenzole acid
has been the official name for this
compound since the publication of the
National Formulary (NP XI) in 1965.
Prior to that time the official name
was PABA (p-aminobenzoie acid). This
obsolete designation occasionally still
appears in the published literature.

Aminobenzoic acid is an aromatic
acid. It is widely distributed in plant
and animal tissues besides being a
structural component of the vitamin
folic acid, a member of the vitamin B
complex. Aminobenzoic acid consists
of white to slightly yellowish crystals
or crystalline powder. It discolors on
exposure to air and light. One g dis-
solves in about 170 ml of water, in 8 ml
of alcohol, and in 50 ml of ether. It
melts at 188" C.

(1) Safety. Clinical use and market-
ing experience have confirmed that
aminobenzolc acid is safe in the dosage
range used as an OTC sunscreen.

Acute toxicity studies have been
done in the mouse and rat with an al-
coholic solution of aminobenzoic acid.

The oral ID., for the mouse and the
rat were 17 g/kg and 6 g/kg, respec-
tively (ref. 1). The percutaneous (topi-
cal) LDz, was determined in mice by
repeated applications of the alcoholic
solution of amlnobenzole acid every 15
minutes to the shaved skin of the ani-
mals. The percutaneous ID" was 180
g/kg. Death occurred within 24 to 48
hours and was preceded by ataxia and
coma (ref. 1). The toxicity was attnb-
uted to the alcohol in the amninoben-
zoic acid solution.

In monkeys, a commercial prepara-
tion of amnlnobenzole acid applied di-
rectly to the eyes, produced reversible
corneal opacity of short duration.
minimal conjunctivitis, and moderate
chemosis. At the end of the test on
day 7, no toxic effects remained. In a
second monkey study, a 5 percent ami-
nobenzolc acid solution in alcohol was
Instilled in the eyes. Observations
were made at 10 minutes, 1 hour, 24
hours, and 2, 3, 4 and 7 days posttreat-
ment. Corneal haze, 'fluorescen stain-
Ing, minimal conjuctivitis, minimal
chemosis, and corneal epithelial haze
were seen in some monkeys. The cor-
neal damage was transient, with no
permanent damage. The effects on the
conjuctiva were minimal and cleared
readily (ref. 1). In a third eye irrita-
tion study in rhesus monkeys, It was
concluded that an Immediate precipi-
tation of some component in the com-
pound caused the corneal and epithe-
ial damage, possibly the result of an
additive effect of the test compound
and the vehicle. The opacity that oc-
curred could severely restrict vision in
man, but this effect seems to be tran-
slent. Possible secondary damage
could not be excluded (ref. 1).

In an oral toxicity study, rats were
fed 2 g/kg aminobenzolc acid daily for
1, 2, 3, or 6 months. No significant dif-
ferences from controls were reported
with respect to body weight, rate of
growth, organ weights, or reproduc-
tion. Histological changes were only
seen in the thyroids of the treated rats
(ref. 2).

Prior to the broad spectrum antibi-
otics, anlnobenzole acid was used to
treat ricketaa diseases and typhus.
Later It was used in treating diseases
such as scleroderma and chronic fibro-
tic disease as an antifibrotic agent.

Amnobenzoic acid has the ability to
cross-sensitize to a limited number of
structurally similar analogs. Amino-
benzoic acid belongs to a group of aro-
matic amines and nitro compounds ca-
pable of cross-reaction with each other
because of similar chemical configura-
tons. The cross-reacting is dependent
on previous sensitization to the other
related chemical compounds which in-
elude sulfonamides, aniline dyes, para-
phenylenedlamine, "caine" anesthe-
tics, and others. Theoretically, an indi-

.vidual with contact allergic hypersen-
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sitivity to any one of these chemicals
might develop an allergic dermatitis
upon exposure to aminobenzoic acid.
Despite this potential for phototoxi-
city, contact sensitization and allergic
reaction, "a review of the literature to
date reveals no case reports of photo-
toxicity and extremely few case re-
ports of questionable photocontact al-
lergy and contact allergy to aminoben-
zoic acid and its esters" (ref. 3). Willis
has concluded "that PABA possesses
only the weakest potential for sensiti-
zation. It is indeed fortunate that we
have such a highly effective sun-
screening agent which appears not to
cause any serious side effects in the
majority of users."

In a study with 46 individuals hyper-
sensitive to para-phenylenediamine
with which aminobenzoic acid reacts,
only 3 individuals cross-reacted follow-
ing the application of 5 percent amino-
benzoic acid (ref. 4). Although amino-
benzoic acid has been determined to
be the allergen insome cases of photo-
sensitivity. iligman (ref. 5) in a study
with 25 subjects reported no sensitiza-
tion in maximization tests using 20
percent aminobenzoic acid. He ob-
served no sun sensitization over sever-
al years of testing.

Ten percent concentration of amino-
benzoic acid produced no reactions of
a phototoxic nature when occlusive
applications were made to cellophane
tape-stripped sites of 10 subjects who
were irradiated with the photoactivat-
ing range of the ultraviolet spectrum.
No Inflammatory reactions greater
than the unirradiated control were in-
duced. Ten percent concentrations in
petrolatum also showed no significant
potential for inducing photocontact al-
lergy (ref. 6).

Kilgman (ref. 5) has stated that:
** * field experience has documented the

claim that 5 percent hydroalcoholic solu-
tions of aminobenzoic acid are substantially
superior to any other marketed sunscreen.
Evidence is accumulating that such solu-
tions are beneficial in other light-sensitive
dermatoses * * *. Though we, must now con-
cede that an occasional subject will become
sensitized, it is our opinion that the merit of
the product outweighs this risk.

The prevention of acute sunburn is per-
haps the least Important of the benefits
provided. Our major interest in developing
superior sunscreens has been to prevent the
aging changes that underlie cancers and
precanceroses In sunlight-sensitive subjects.
In this context, we would prefer to have
such products regarded as drugs rather than
cosmetics. Their important role is to pre-
vent disease and not simply to please.

As a general rule, low molecular
weight substances with both lipid and
water solubility are most likely to pen-
etrate the horny layer. Aminobenzoic
acid is none of these agents. Amino-
benzoic acid permeability is about that
of water which penetrates the horny
layer well. Even for these low molecu-
lar weight substances, diffusion does

not reach a steady state until 1 to 2
hours after application. Aminobenzoic
acid diffuses into the horny layer as a
reservoir type of sunscreen, A reser-
voir type of sunscreen is strongly resis-
tant to sweating and partially resis-
tant to immersion (ref. 6).

No systemic or dutaneous side ef-
fects were noted in thecourse of an in-
vestigation in which 30 ml of a 5 per-
cent alcohol solution of aminobenzoic
acid was applied once daily to the face,
neck, truck, and upper extremities of
10 healthy adult men for 30 days. No
changes occurred in blood cell count,
urinalysis, blood protein level, albu-
minglobulin ratio, blood urea nitrogen,
fasting blood glucose, serum glutamic
oxaloacetic transaminase and serum
creatinine levels.

Ninety ml of aminobenzoic acid
lotion were applied to the entire body
3 times at 30 minute intervals in 4 sub-
jects. Blood alcohol levels were deter-
mined at 15, 30, 60, 240 minutes and
pretreatment controls. All failed to
show any detectable amount of alco-
hol.

Five subjects tested with 5 percent
aminobenzoic acid lotion for 21 days
failed to show any significant irrita-
tion of this particular preparation
(ref. 1).

Aminobenzoic acid has been used on
thousands of patients with only a rare
individual intolerance. The incidence
of adverse reaction is low indeed. Ami-
nobenzoic acid has also been used as a
systemic and antifibrotic agen.

The Panel concludes that extensive
animal and human toxicological and
pharmacological data attest to the
safety of aminobenzoic acid as a sun-
screen ingredient for OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness of ami-
nobenzoic acid as an OTC sunscreen.

The effectiveness of aminobenzoic
acid as a sunscreen agent is demon-
strated by its in vitro UV light absorp-
tion characteristics. Qualitative spec-
trographic methods have demonstrat-
ed that aminobenzoic acid totally ab-
sorbs radiation between the wave-
lengths of 260 nm and 313 nm of the
mercury spectrum, with a-maximum
absorption at 288.5 nm (ref. 7). The
curve is broad and such that at the
wavelengths effective for erythema,
the absorption ppectrum is enormous
and completely encloses the sunburn
action spectrum. In vitro study recog-
nizes aminobenzoic acid as a potential
protective against sunburn. It has a
cutoff point at 313 nm which allows
UT rays with beneficial biologic ef-
fects to be transmitte (ref. 8). Its in
vivo efficacy can be affected by varia-
bles in formulation and the effects of
physiological conditions, such as per-
spiration and sebum on the skin. The
solvent in which the sunscreen is ap-
plied also influences effectiveness

through dielectric effects, solvent
solute Interaction, variations In pH
and solvent .concentration (ref. 1).
Aminobenzoic acid does not penetrate
the human skin in any detectable
level. One g of aminobenzoic acid dis-
solves in 170 ml water and In 8 ml eth-
anol aminobenzoic acid Is currently
marketed as a hydroalcoholic solution
and foam. It has been employed In 5 to
15 percent concentrations In creams
and ointments.

Aminobenzoie acid has been used
successfully as an effective sunscreen
up to approximately 315 nm and af-
fords protection for the short U"V sun-
burn wavelength range of 290 to 320
nm.

For over 40 years, aminobenzolc acid
has been known to be an effective sun.
screen. Recent studies show it to be
superior to many of the popular sun-
screens marketed today for preventing
sunburn.

The efficacy of aminobenzoic acid is
due to diffusion into the horny layer
of skin and acting as a reservoir type
of sunscreen. The agent Is more effi-
cient when applied 2 hours before sun
exposure, to allow for maximal dlffu'
sion. this feature results In longer
protection and there Is continuing sun-
screen effectiveness after sweating and
to a lesser extent after immersion.

The sunscreening efficacy of amino-
benzoic acid In ethanol has been stud-
ied in experimental animals following
exposure to artifical light sources.
(ref. 1). The results demonstrated that
aminobenzoic acid protected the ani-
mals against 40 to 50 minimal eryther-
mal doses (MED) In one study and
against 30 to 38 MED's In another
study. In studies done under simulated
swimming and sweating condition,
the protection of amlnobenzole acid as
a sunscreen was diminished, but still
remained (ref. 1). Cellophane stripping
of the stratum of the skin In hairless
dogs showed that aminobenzolc acid
does substantially penetrate the horny
layer (ref. 9).

In albino mice, 5 percent aminoben-
zoic acid applied daily to the ears fol-
lowed by 20-minute exposure to UV ir-
radiation, over a period of 5 months,
indicated that the carcinogenic and
erythematous effects of UV light can
be reduced by the topical application
of aminobenzoic acid. The authors
concluded that aminobenzoic acid is a
highly effective sunscreen that is ca-
pable of providing adequate protection
against the damaging effects of sun-
light in-man (ref. 10).

In a study comparing an aminoben-
zoic acid lotion (5 percent aminoben-
zoie acid in alcohol) and an aminoben
zoic acid foam (5 percent in alcohol) In
rabbits, the foam preparation was 5
times more effective as a UV blocking
agent than the lotion. The lotion had
a protective efficacy of 7.9; the foam
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38.19. After elution, the lotion had a
protective efficiacy of 2.91; the foam
2.96' Apparently the primary blocking
was enhanced by the vehicle. (The
protective efficacy represents the
number of MED's against which the
sunscreeen will protect (ref. 11).)

The sunscreening effectiveness of a
5 percent hydroalcoholic solution of
aminobenzoic acid was demonstrated
by Pathak, Fitzpatrick, and Frank
(ref. 12) and later confirmed by other
investigators. Its effectiveness is such
that it is the recognized comparison
standard for sun-screening efficacy.

Pathak et aL (ref. 12) compared the
efficacy of 5 percent aminobenzoic
acid in 70 to 95 percent ethyl alchohol
with 24 commercially available sun-
screen preparations and various
chemical agents in a 3-year study
(1965-1968). The effectiveness of a
single application of the 5 percent so-
lution of aminobenzoic acid was great-
er than that of the other UV-absorb-
ing compounds and brand name prep-
arations tested. It afforded very- sig-
nificant (p is less than 0.05) and effec-
tive protection. In vitro tests demon-
strated that the prolonged effective-
ness of aminobenzoic acid results from
adsorption of aminobenzoic acid by
the intact epidermis and partial
chemical conjugation of aminobenzoic
acid with constituents of the horny
layer. An alcoholic solution of amino-
benzoic acid at pH 4.5 to 4.8 was.found
to be substantive to the horny layer
even after repeated washings with
water. In Arizona, where the study
was conducted, a'single application of
aminobenzoic acid provided total, day-
long protection for subjects who were
not swimming or engaged in activity.
During periods of sweat-producing ex-
ercise, aminobenzoic acid gave 100 per-
cent protection from erythemogenic
solar radiation for 2 hours and over 75
'percent protection thereafter. These
investigators estimated the amount of
protection mainly, by visually rating
the degrees of redness.

In contrast to the findings by
Pathak et al., Willis and Kligman (ref.
6) reported that after immersion, they
found aminobenzoic acid less effective
than did the former authors. Willis
and Kligman estimated the amount of
protection by use of the individually
determined ED, which they defined
as the least amount of radiation that
will just produce a uniform redness
with sharp borders. They stated that
"Claims of effectiveness after swim-
ming must be strongly qualified."

Amounts of 0.12 ml and 0.3 ml of 5
percent aminobenzoic acid in 70 per-
cent ethanol were applied on the
backs of 13 normal subjects over a
fixed area of the skin. The area was ir-
radiated at 305 nm with a 1,600 watt
xenono-arc. The efficacy of aminoben-
zoic acid was higher than other sun-
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screens tested and was maintained for
7 hours following applications (ref.
13). The protective action was reduced
upon induced sweating and fell to zero
following showering.

A 5 percent solution of anobenzolc
acid in 55 percent alcohol with emol-
lients was evaluated with the xenon
are lamp in 8 subjects. The protection
was enhanced by applying greater
amounts of solution. An application of
60 jil/cm2 afforded protection against
25 to 30 MED's. Protection following
immersion was reported to be greatest
when 2 hours elapsed following appli-
cation. Three applications at 2-hour
intervals was superior to one tref. 14).
Aminobenzoic acid was found to be
more effective than three brand name
sunscreen products.

In a study by Rossman, Knox and
Freeman (ref. 15), amlnobenzolc acid
was reported to be more effective as a
sunscreen than over 100 other sun-
screen formulations tested. Ten per-
cent aminobenzoic acid in a vanishing
cream base was effective in excess of
12 minutes in 17 patients irradiated
with the Hanovia hot quartz mercury
vapor lamp, and extended from 20 to
60 minutes in 13 additional patients as
compared with an approximate mini-
mal erythemal dose of 15 seconds on
unprotected skin.

Rothman and Henningsen (ref 16)
studied the effectiveness of 15 percent
aminobenzoic acid in Ruggles' cream
in a film thickness of 0.03 mm. They
found that these conditions increased
the amount of irradiation from a mer-
cury vapor lamp necessary to produce
threshold erythema 50 to 100 times
the amount of irradiation producing
the same effect when the vehicle alone
is used in the same film thickness. In
the same study, these authors found
that in 32 subjects highly sensitive to
the erythemal action of UV light, an
0.08 mm aminobenzolc acid film pro-
vided complete protection to natural
sunlight exposure. The experimental
data suggest that the sunburn-protect-
ing action of amlnobenzole acid is in-
tense enough to protect the skin
againt sunburn in case of extremely
strong UV irradiation such as found
on glaciers or on the ocean.

Five subjects received 12 g amino-
benzoic acid daily in divided doses for
10 days. The immediate protective
index was determined before dosing
and again on the last day. The protec-
tive index was not increased after oral
administration of aminobenzolc acid.

Amninobenzoic acid has been found
to be an effective sunscreen in concen-
trations from 2 percent. Effectiveness
increases linearly up to 2.5 percent
with a clear:cut tendency to plateau at
5- percent. Doubling the concentration
does not afford twice the protection. It
was found that for equal amounts of
aminobenzoic acid, the protection was
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the same whether this was achieved
by a single or multiple applications. In
a formulation, erythemal protection
has been found to be maximal in vehi-
cles containing between 50 percent
and 60 percent alcohoL However, in
some studies, concentrations of 10 per-
cent and 15 percent aminobenzoic acid
have been reported to be effective as
sunscreen agents-in a cream base.

The Panel concludes that aminoben-
zoic acid is an effective sunscreen in-
gredient for OTC use.

(3) Dosage (i) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 5 to 15 percent
aiinobenzoic acid: Adult and children
over 2 years of age topical dosage is
liberal application before sun exposure
and reapply after swimming or after
excessive sweating. There is no recom-
mended dosage for children under 2
years of age except under the advice
and supervision of a physician.

(HI) For products providing a mini-
mum SPP value of 4 containing 5 to 15
percent aminobenzoic acid: Adult and
children over 6 months of age topical
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part 1I1. para-
graph B.l. below--category I labeling.)
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b. Cinoxate. The Panel concludes
that cinoxate is safe and effective for
OTC use as a sunscreen as specified in
the dosage section discussed below.

Cinoxate is also known as 2-ethox-
yethyl-p-methoxycinnamate. Cinoxate
Is a practically odorless, slightly
yellow, viscous fluid, with a specific
gravity of 1.000. It is stable to sunlight
for 30 days. The empirical formula is
C14H,,0 4, with a molecular weight of
250.29. The UV absorption at 1 per-
cent concentration is 270 to 328 nm,
being total from 280 to 320 nm with a
maximum at 310 rum. Cinoxate is mis-
cible in 95 percent ethanol, 99 percent
propylene glycol monomuristate, iso-
propyl myristate, oleyl alcohol and
soya vegetable oil. It is slightly soluble
In water (0.05 percent), 0.5 percent in
glycerol, and 3 percent in mineral oil
(ref. 1). Cinoxate can be formulated as
an aerosol, oil, hydroalcoholic lotion,
and as an emulsified lotion and cream.

(1) Safety. Clinical use and market-
ing experience have confirmed that
cinoxate is safe in the dosage range
used as an OTC sunscreen.

Cinoxate has low toxicity on animal
testing. Human toxicology tests, clini-
cal trials and wide use attest to its
safety for human use.

Acute toxicity studies have been
done In rats with full strength cinox-
ate. The oral LDwo for the rat was 3.8
ml/kg (ref. 2). In a single dose acute
oral toxicity study of 2 percent cinox-
ate in a lotion, a single dose levl of 5
g/kg administered to 10 rats caused no
fatalities during the 14-day observa-
tion period or gross organ abnormali-
ties at autopsy (ref. 3). The Draize
rabbit eye irritancy test revealed no ir-
ritation when 3 percent cinoxate in
equal parts of mineral oil and corn oil
was instilled into the rabbits' eyes (ref.
4).

The repeated insult patch method of
Shelaski and Shelanski in 50 subjects
revealed that 2 percent cinoxate in an
oil and lotion formulation was not a
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primary irritant, fatiguing agent, or
sensitizer. In this test, the activeingre-
dient and the vehicles were applied on
15 separate occasions under an occlu-
sive patch (ref. 5).

After applying 2 percent cinoxate in
a dream base to both arms of six vol-
unteers, 96 percent of the cinoxate
was recovered after 4 hours contact
with the skin. A photoreactivity test at
1, 25, and 60 IED in 26 subjects with
4 mg cinoxate/cm 2 applied to the back
revealed no photoxicity (ref. 6). One
documented case of photodermatitis
to.cinoxate has been reported (ref. 7).

Cinoxate is used as a sunscreen in
several commercial preparations. One
manufacturer reported receiving no
complaints per 400,000 units of a 2
percent cinoxate sunscreen lotion sold,
and 8 minor complaints and one aller-
gic contact dermatitis per 2,100,000
units of a 1.7 percent cinoxate solution
sold, with a ratio of complaints per
100,000 units sold of 0.41 (refs. 8 and
9).

The Panel concludes that the animal
and human toxicological data and the
widespread use of cinoxate since its in-
troduction in the late 1950's with few
adverse reports attest to the safety of
cinoxate as a sunscreen ingredient for
OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness of cin-
oxate as an OTC sunscreen.

The UV absorbance of cinoxate at 1
percent concentration in isopropyl
myristate is less than 10 percent at 270
and 338 un, but total between 280 to
320 nm with the maximum at 310 nm.
Two percent cinoxate in seven experi-
mental vehicles was applied to the
backs of seven volunteers and the
treated sites were exposed to 7 MED's
from fluorescent sunlamps. On a scale
of 0 (best score) to 6 (worst score), pro-
tection varied according to the formu-
la, with the highest erythema index
being 2.25 and the lowest 0.5 (ref. 8).

A 2 percent cinoxate lotion was com-
pared with a 1.75 percent cinoxate so-
lution in a controlled study in 10 sub-
jects at a medical school. After expos-
ing the treated sites to fluorescent
sunlamps, the lotion afforded 5.1
times greater MED protection than
the vehicle, while the solution afford-
ed 3.3 time greater ED protection
than its vehicle (ref. 10).

Two dermatologists independently
evaluated a 2 percent cinoxate lotion
in 48 patients (27 with photosensiti-
vity) during the summer. There were
33 females and 15 males, with a mean
age of 23 (range 3 to 52 years of age).
Results of use were rated by the Inves-
tigators as 31 (of 48) excellent, 12
good, and 5 fair. Thirty-four of 41 pa-
tients rated suntanning as good to ex-
cellent (ref. 11). Of 150 patients evalu-
ated clinically by six physicians in a
company-sponsored, uncontrolled

clinical trial, after using the 1.75 per-
cent cinoxate solution for 10 days to
over 1 year, results were rated as 111
(of 150) excellent, 35 good, 1 fair, 1
poor, and 2 not rated (ref. 9). In an In-
dependent clinical trial done overseas,
85 of 86 patients reported adequate
protection from sunlight and no Im-
portant adverse effects (ref. 12).

Based upon the available data, the
Panel concludes that cinoxate is an ef-
fective sunscreen Ingredient for OTC
use.

(3) Dosage. (i) For products contain.
ing a minimum SPF value of 2 to
under 4 containing 1 to 3 percent cn.
oxate: Adult and children over 2 years
of age topical dosage Is liveral applica.
tion before sun exposure and reapply
after swimming or after excessive
sweating. There is no recommended
dosage for children under 2 years of
age except under the advice and super.
vision of a physician.

(ii) For products providing a mini-,
mum SPF value of 4 containing 1 to 3
percent cinoxate: Adult and children
over 6 months of age topical dosage is
liberal application before sun exposure
and reapply after swimming or after
excessive sweating. There Is no recom-
mended dosage for children under 6
months of age except under the advico
and supervision of a physician,

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.1. below-category I labeling.)
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c. .Diethanolamine p-methoxycinna-
mate. The 'Panel concludes that dieth-
anolamine p-methoxycinnamate is
safe and effective for OTC use as a
sunscreen as specified in the dosage
section discussed below.

Diethanolamine p-methoxycinna-
mate is also known as p-methoxycin-
namic acid diethanolamine salt.

Diethanolamine p-methoxycinna-
mate is a pale tan microcrystalline
powder which is readily water soluble.
Its molecular weight is 283.33 and its
fusion point at 87.0* C minimum. It is
stable to light and moderate heat and
is not hygroscopic. It is suitable for
use in aqueous or alcohol/water for-
mulations, gels, and emulsions (ref. 1).

(1) Safety. Clinical use and market-
ing experience have confirmed that
diethanolamine p-methoxycinnamate
is safe in the dosage range used as an
OTC-sunscreen.

Animal and human toxicological
data attest tci its safety for human
topical application. The oral LD. is
greater than 5 g/kg in male rats and
3.7 g/kg for female rats (ref. 2).

Application of a 2.0 percent diethan-
olamine p-methoxycinnamate solution
on guinea pig epidermis was found to
be nonirritating following a single ap-
plication, and after repeated applica-
tions for 21 consecutive days. Repeat-
ed applications of 6 and 20 percent so-
lutions on 21 consecutive days pro-
duced very light medicament carrier
irritation. Sensitization tests on guinea
pigs treated for 3 weeks with 2, 6, and
20 percent concentrations determined
that allergic sensitization did not
occur. Draize tests measuring the irri-
tation of the rabbit's eye revealed that
a 1 percent perfumed solution of the
ingredient can be tolerated without re-
action following a single and repeated
(7 days) applications, whereas 3 and 10
percent concentrations produced weak
irritation of the conjunctiva (ref. 2). A
commercial sunscreen lotion contain-
ing 10 percent diethanolamine p-meth-
oxycinnamate applied twice to rabbits'
eyes caused a reddening of the margin
of the eyelid and the conjunctiva for
the duration of 4 hours, after which
any irritation effect disappeared (ref.
2).

A Draize repeated insult patch test
on 53 (42 female and 11 male) subjects
was performed to'evaluate the irrita-
tive and sensitizing potentialities of a
2 percent diethanolamine v-methoxy-
cinnamate solution. Each patch con-
tained 0.5 ml of the test material and
was secured to the test site by overly-
ing strips of occlusive adhesive tape.
The patches were alternately placed
on the medial surface of the right and
left deltoid area. Because of the two
holidays and a weekend which oc-
curred during the study, the period of
contact and rest period could not con-
sistently be 48 hours and 3 of the 10

applications were 1, 3, and 4 days.
Readings were recorded each time the
patches were removed. After a 2-week
rest period, challenge patches were ap-
plied to both inner deltoid areas and
were removed 2 days later, with read-
ings being recorded Immediately and
24 hours afterwards: No reactions were
observed during any of the above read-
ings following the removal of either
the sensitization or challenge patches.
It was concluded that the test material
did not manifest either primary irrita-
tion or sensitizing effects (ref. 3)..

Another Draize repeated insult
patch test on 54 subjects (17 males and
37 females) was conducted in the same
manner as the above test except that a
7.5 percent diethanolamine p-methox-
ycinnamate in water solution was em-
ployed, and the patches were removed
every 48 hours, except for three 72-
hour weekend periods and a 24-hour
period at the outset, to observe wheth-
er the full group presented any Irrita-
tive or sensitization reactions before
proceeding further with the test.
Except for 16 patients who experi-
enced reactions to the adhesive tape
used to secure the patches, no reac-
tions to the test material were noted
following the removal of the sensitiza-
tion and challenge patches, thereby
leading to the conclusion that the test
material was neither a primary irri-
tant nor an allergic sensitizing agent
(ref. 4).

Based upon the available data, the
Panel concludes that dethanolamlne
p-methoxycinnamate is a safe sun-
screen ingredient for OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness of
diethanolamine p-methoxycinnamate
as an OTC sunscreen.

Its absorbance is between 280 and
310 nm, with the maximum absor-
bance at 290 nm. Readily water solu-
ble, it is practically insoluble in nonpo-
lar organic solvents, oil, and fatty ma-
terials. It can be incorporated into gel,
lipstick emulsion, and aqueous formu-
lations (ref. 5).

In several studies by Pathak, Fitzpa-
trick and Parrish (ref. 1), the same for-
mulation containing diethanolamine
p-methoxycinnamate gave the follow-
ing results:

Using a hot quartz mercury arc lamp
on 12 subjects and comparing 8 differ-
ent sunscreen formulations against 5
percent anlmobenzoic acid in ethanol,
diethanolamine p-methoxycinnamate
was shown to have a protective index
range of 4 to 15, with a mean mini-
mum of 7.37 and a mean maximum of
10.3 (8 or more is 100 percent protec-
tion). All products were found to give
significant protection against erythe-
mogenic radiation.

Eight subjects were used under con-
ditions of passive sunbathing to test
fTur formulations. It was found that

all were superior to a commercial
preparation containing 5 percent ami-
nobenzoic acid. Eleven subjects, also
under conditions of passive sunbath-
Ing, were used in testing 12 products.
The mean indices for the product con-
taining dlethanolamine p-methoxycin-
namate were 1.5 after 30 minutes of
exposure, 3.0 after 60 minutes and 4.2
and 4.6, respectively, after 90 and 120
minutes.

In a forth study using the same for-
mulation the product had a mean pro-
tective index of 4.6.

Based upon the available data, the
Panel concludes that diethanolamine
p-methoxycinnamate is an effective
sunscreen ingredient for OTC use.

(3) Dosage. (i) for products providing
a minimum SF value of 2 to under I
containing 8 to 10 perceht diethanola-
mine p-methoxycinnamate: Adult and
children over 2 years of age topical
dosage Is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 2 years of age except under the
advice and supervision of a physician.
(H) For products providing a mini-

mum SPF value of 4 containing 8 to 10
percent diethanolamine p-methoxycin-
namate: Adult and children over 6
months of age topical dosage is liberal
application before sun exposure and
reapply after swimming or after exces-
sive sweating. There is no recommend-
ed dosage for children under 6 months
of age except under the advice and su-
pervision of a physician.

(4) Labeling. The Panel recommends
the Category I labeling for sunscreen
active ingredients. (See part M. para-
graph B.1. below--category I labeling.)
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d. Digaloyl trioleate The Panel con-

cludes that dgalloyl trioleate is safe
and effective for OTC use as a sun-
screen as specified in the dosage sec-
tion discussed below.

Digalloyl trioleate is a mixture of
several derivatives of tannic acid. It is
the triester produced by the reaction
of digalllc'acid and olelc acid and con-
forms generally to the formula
CC4,O2. It is a clear, viscous, brown
liquid with a slight smell. It is insolu-
'ble in water but soluble In vegetable
oils, 95 percent alcohol, and mineral
oil to which has been added 10 to 15
percent vegetable oils. It is incompati-
ble with alkalies, tannic acid, and
triethanolamine. The specific gravity
is 1.040 to 1.045, and the refractive
index is 1.515 to 1.525 (ref. 1). Digal-
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loyl trioleate can be formulated as an
oil, emulsified lotion or cream, oint-
ment, alcoholic solution, and lipstick.

(1) Safety. Clinical use and market-
ing experience have confirmed that di-
galloyl trioleate is safe in the dosage
range used as an OTC sunscreen.

Extensive animal and human toxico-
logical testing attests to its safety for
topical application.

Acute toxicity studies have been
done in mice and rats with digalloyl
trioleate. The oral LD5o for both mice
and rats was 24.5 g/kg (ref. 1). In a
chronic topical application study,
eight 'groups of three rabbits per
group had digalloyl trioleate applied
as follows: 0.5 ml/kg of bodyweight
neat (straight chemical as applied) for
90 days; 4.0 mil/kg of bodyweight neat
for 31 days; in lotion 4.0 ml/kg of
bodyweight for 90 days and one group
with 2 hours of sunlight exposure
daily; In ointment 4.0 ml/kg of
bodyweight for 93 days plus one group
with sunlight exposure; and in cetyl
alcohol-ethanol vehicle 4.0 m/kg of
bodyweight for 93 days; and two
groups of vehicles applied alone. No
dermal toxicity not effect upon the
hemogram occurred. The 4.0 ml/kg
dose produced some erythema; and
due to its physical nature, some mat-
ting of the fur which, when removed,
resulted in some depilation. No visible
toxicity resulted, and the fur regrew
normally. The 0.5 ml/kg application
caused some erythema, but no toxic-
ity. The vehicle containing a cetyl al-
cohol-ethanol combination also caused
erythema. All animals remained in
good condition, gained weight, and
showed no gross pathology on autopsy
(ref. 1). Three almost-albino shoats
had a weighed amount of 2.5 percent
digalloyl trioleate in a lotion, oint-
ment, and cetyl alcohol-ethanol vehi-
cle applied daily to the back, shoulder,
and neck for 82 applications. Three
swine and a control boar received 2
hours of sunlight daily. After 93 days,
all animals were in good condition,
gained weight, showed no severe skin
irritation or toxicity, and demonstrat-
ed no gross or histological pathology
of the skin or visceral organs at autop-
sy. The cetyl alcohol-ethanol treated
animal showed some visible irritation
(ref. 1). A modified Landsteiner tech-
nique for skin sensitization was nega-
tive in 10 guinea pigs injected intracu-
taneously with 0.1 ml of 0.1 percent di-
galloyl trioleate in cottonseed oil on
alternate days for 10 injections and a
final injection 10 days later (ref. 1).

An independent study in 200 sub-
jects revealed' no primary irritation,
while one subject developed a sensitiv-
ity reaction to digalloyl trioleate. The
closed-patch test consisted of applying
a 1-cm blotting paper disc saturated
with digalloyl trioleate under a patch
for 48 hours on'days 1 and 7, and read-
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ing the results on days 3, 9, and 11
(ref. 1). A repeated-insult Irritation
study in 10 white men revealed no irri-
tation or toxicity to a product contain-
ing 3.5 percent digalloyl trioleate as
the sole active ingredient. One subject
developed some erythema on the 9th
day (ref. 2).

The medical literature contains one
verified case report of contact photoal-
lergy (ref. 3). This case has been men-
tioned directly or indirectly in 16
other publications (ref. 4). Another re-
ported case of possible contact pho,
toallergy to digalloyl trioleate in a 5-
year-old boy with solar dermatitis had
no documentation (ref. 5).

From 1952 through 1972, nearly
4,000,000 units of a sun-protective lip-
stick product containing 2.5 percent
digalloyl trioleate were distributed.
Only one complaint of "irritation" had
been received by the company from all
sources (ref. 6). During a 20-year
period, almost 2,000,000 units of a sun-
screen lotion containing 3.5 percent di-
galloyl trioleate were distributed. The
company received a total of six com-
plaints from consumers, yielding a
rate of 0.3 per 100,000 units distribut-
ed. Of the six complaints, four were
concerned with irritation or sensitiza-
tion. Only one of the four complaints
seemed to be a legitimate contact pho-
tosensitization, though this was not
proven. One person developed redness,
but was also "allergic to weeds," while
two reported a "reaction." Correspon-
dence with these complainants re-
questing more details went unan-
swered (ref. 4). The Panel received no
submissions from other companies
who use digalloyl trioleate in their
products.

The Panel concludes that the animal
and human toxicological data and the
extensive use of the substance with
few reported complaints attests to the
safety of digalloyl trioleate as a sun-
screen agent for OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness of di-
galloyl trioleate as an OTC sunscreen.

A 1 percent digalloyl trioleate con-
centration in ethanol absorbs UV light
from 270 to 320 nm, with the maxi-
mum at 300nm. It has been in use
since the early 1930's. No complete
data on controlled clinical trials in
man were submitted. The United
States Army tested and selected 3 per-
cent digalloyl trioleate as one of the
four "approved" sunscreens for acqui-
sition under Military Specifications
Sunburn Preventative Preparation
Cream Base MII-S-11262 (Quarter-
master Corps) July 10, 1951, and M][-
S-11262A March 10, 1953 (refs. 7 and
8). The efficacy data were not availa-
ble to the Panel. Abbreviated results
were given of a sunscreen'test on the
backs of men and women employing
2.5 percent digalloyl trioleate in a

lotion and a cetyl alcohol-ethanol ve-
hicle on two treated sites with each
site compared to an untreated site.
Both preparations offered adequate
screening against 5 minutes' Irradia-
tion at a distance of 40 inches from a
quartz mercury arc sunlamp. The ve-
hicles afforded no protection. Tanning
was attractive. Unfortunately, the
number of subjects was not given (ref.
1).

A product containing 3.5 percent dl-
galloyl trioleate in a vanishing cream
base had 34 unsolicited mentions in
the literature from 25 authors con-
cerning its effectiveness as a sunscreen
by 1973 (ref. 4). For example, It was
cited as an effective sunscreen for
managing photosensitivity dermatitis
(ref. 9), discoid lupus erythematosus
(ref. 10), hydroa aestivale In children
(ref. 11), and for protection from sun-
light (ref. 12). In vivo, it protected
better than glyceryl p-aminobenzoate
and red petrolatum, but it did not pro-
tect as well as several other sunscreens
(ref. 13).

Digalloyl trioleate has been used
over 40 years by patients and consum-
ers and has been considered an effec-
tive sunscreen by authorities. Based
on the available data, the Panel con-
cludes that digalloyl trloleate is an ef-
fective sunscreen for OTC use in the
dosage range specified below.

(3) Dosage. (I) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 2 to 5 percent di-
galloyl trioleate: Adult and children
over 2 years of age topical dosage is
liberal application before sun exposure
and reapply after swimming or after
excessive sweating. There is no recom-
mended dosage for children under 2
years of age except under the advice
and supervision of a physician.

(ii) For products providing a mini-
mum SPF value of 4 containing 2 to 5
percent digalloyl trioleate: Adult and
children over 6 months of age topical
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(4) Labeling. The Panel recommends
the Category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.1. below-category I labeling.)
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e. Dioxybenzone- The Panel con-
cludes that dioxybenzone is safe and
effective for OTC use as a sunscreen
as specified in the dosage section dis-
cussed below.

Dioxybenzone is also know as 2,2'-di-
hydroxy-4-methoxybenzophenone. It
is an organic benzophenone derivative
designated as benzophenone-8 and ex-
hibits a wider UV absorbance range
than does padimate.

(1) Safety. Clinical use and market-
ing experience have confirmed that
dioxybenzone is safe ift the dosage
range used as an OTC topical sun-
screen.

AnimM and human safety data have
been obtained from studies evaluating
a sunscreen lotion containing dioxy-
benzone in combination with another
sunscreen agent, padimate A. On the
basis of five animal toxicity studies
the investigators concluded that: "Nei-
ther erythema nor edema was pro-
duced in any animal following the
challenge dose" and "these results
suggest that the sunscreen lotion for-
mulation should not cause either skin
sensitization or allergic contact derma-
titis in man"; "these findings suggest
that this sunscreen formulation
-should be safe for repeated dermal use
in man"; the acute oral toxicity was
determined to be 17.5 ml/kg for the
rat and 14.7 ml/kg for the rabbit sug-
gestinig that accidental ingestion
"should present little risk of serious
toxicity in man"; and the likelihood of
serious ocular damage following acci-
dental ocular instillation would appear
to be low but such contact may cause
"slight to moderate redness of the con-
junctivae" (ref. 1).

Patch test involving 100 white fe-
males were performed to determine
whether the ingredients contained in
the combination product were capable
of producing an immediate or primary
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Irritation-of the skin. It .was reported
that "there was no evidence of any in-
flammatory reaction on the site of ap-
plication immediately, 15 minutes. and
24 hours after removal of the 48-hour
patch test." From the above-described
data It was concluded that the combi-
nation product is not a primary Irri-
tant (ref. 1).

Based on the available data, the
Panel concludes that dloxybenzone is
a safe sunscreen ingredient for OTC
use.

(2) Effectiveness. There are studies
documenting the effectiveness of dox-
ybenzone as an OTC sunscreen.

Human efficacy data were obtained
from three clinical studies comparing
the effectiveness of a combination
product (3 percent dioxybenzone and
2.5 percent padimate A) with one to
three other marketed sunscreen prep-
arations (ref. 1). One product con-
tained 5 percent p-aminobenzoate; an-
other contained a 5 percent combina-
tion of padimate A and monoglycerol
p-aminobenzoate; and the third con-
tained 2.55 percent padimate A.

The reference contained the conclu-
sions that:

(i) "It is felt that the total effect of
these two sunblocking agents will pro-
vide greater effective absorption of
ultra-violet rays than the effect of
either agent used independently, in
the range of 260-380 nm (2600-3800
Angstrom units)";

(ii) A double-blind, randomized
study involving a total of 33 subjects
and four different tests performed si.
multaneously (passive sunbathing;
sweating and passive sunbathing;,
swimming and passive sunbathing;, and
passive sunbathing, sweating, swim-

uing, and walk-around) and compar-
ing the first three preparations listed
above provided data indicating that
the photoprotective potency of the
dioxybenzone-padimate A lotion was
equal to and in some respects greater
than that for the p-amilnobenzoate
and padimate A-monoglycerol p-amin-
obenzoate products;

(il) Stress, efficacy and protective
index tests comparing the dioxyben-
zone-padimate A lotion with the padi-
mate A-monoglycerol p-aminobenzoate
product revealed that "there were no
significant'differences in stinging or
burning sensations noted after appli-
cation;" but "there was an increasing
incidence of both as additional stress
was carried out." Both gave highly sig-
nificant protection from erythemas as
compared to untreated areas, and
there were no significant differences
regarding the MED. or the degree of
pigmentation, and both increased the
IE significantly' compared to the
untreated area;
(iv) A double-blind, randomized

.study comparing the four formula-
tions listed above and using a solar
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simulator as the primary light source
In the UV spectrum provided data in-
dicating that the padimate A-monogly-
cerol p-arninobenzoate and p-amino-
benzoate products were most effective
In that order, followed by the dioxy-
benzone-padimate A lotion and the pa-
dimate A product last; and

(v) The dioxybenzone-padimate A
lotion "is an effective agent to protect
against ultraviolet radiation in the
erythemogenle range, and -has good
substantivity."

Based on the available data, the
Panel concludes that dioxybenzone is
an effective sunscreen ingredient for
OTC use.

(3) Dosage. (i) For products contain-
ing a minimum SPF value of 2 to
under 4 containing 3 percent dioxy-
benzone: Adult and children over 2
years of age topical dosage is liberal
application before sun exposure and
reapply after swimming or after exces-
sive sweating. There is no recommend-
ed dosage for children under 2 years of
age except under the advice and super-
vislon of a physician.

(i) For products providing a mini-
mum SPF value of 4 containing 3 per-
cent dioxybenzone: Adult and children
over 6 months of age topical dosage is
liberal application before sun exposure
and reapply after swimming or after
excessive sweating. There is no recom-
mended dosage for children under 6
months of age except under the advice
and supervision of a physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part II. para-
graph B.1. below--category I labeling.)

(1) OTC Volume 060116.
f. Ethyl 4-[bis(hydroxyproiyl)]

aminobenzoate The Panel concludes
that ethyl 4-Ebis(hydroxypropyl)]
aminobenzoate is safe and effective for
OTC use as a sunscreen as specified in
the dosage section discussed below.

Ethyl 4-[bis(hydroxypropyl)l amino-
benzoate is also kno'n as the 2-mole
propoxylate of aminoethylbenzoate
and ethyldihydroxypropyl PABA.

The absorbance range of ethyl 4-
[bis(hydroxypropyl)] aminobenzoate
is between 280 and 330 nm, with the
absorbance maximum at 308 to 311
un. It is soluble in ethyl and isopropyl
alcohol, propylene glycol, castor oil,
and isopropyl myristate; but it is in-
soluble in water, mineral oil, and glyc-
erin. Ethyl 4-[bis(hydroxypropyl)]
aminobenzoate is usually formulated
in an emulsion base.

(1) Safety. Clinical use and market-
ing experience have confirmed that
ethyl 4-[bis(hydroxypropyl)] amino-
benzoate is safe in the dosage range
used as an OTC sunscreen.

Animal and human toxicological
data attest to its safety for human
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topical application. The oral LD.o is 20
ml/kg in rats while the intraperitoneal
LD. in rats was found to be 5.0 ml/kg
(ref. 1).

Animal safety data indicated that 5
percent ethyl 4-[bis(hydroxypropyl)]
aminobenzoate in carbowax ointment,
U.S.P. is not a primary irritant to the
skin. It Is not an ocular irritant, and
will not induce comedones (black-
heads) (ref. 1).

Human safety data indicated that
studies employing a 5 percent ethyl 4-
[bis(hydroxypropyl)] aminobenzoate
formulation demonstrated that
normal and stripped skin sites on 10
healthy male volunteers showed no
evidence of phototoxicity and a very
low level of irritancy. Liberal applica-
tion to the faces of, 15 healthy male
volunteers showed not instances of
stinging or burning or irritation at 5,
10, and 30-minute intervals and 24
hours after application. A maximiza-
tion test (ref. 2) performed on 25
healthy male volunteers resulted in no
Instances of contact sensitization with
the conclusion that it was unlikely
that the formulation would present a
danger of contact sensitization in
normal, intended use. Topical applica-
tion to the entire area of the chests,
backs, shoulders and faces of 20
healthy male volunteers once daily for
21 days resulted in a very low level of
irritancy with erythema being barely
perceptible in some subjects with no
repetition on successive days of the
slight irritation in most cases (ref. 1).

Based upon the available data the
Panel concludes that ethyl 4-
[bis(hydroxypropyl)] aminobenzoate
is a safe sunscreen ingredient for OTC
use.

(2) Effectiveness. There are studies
documenting the effectiveness of ethyl
4-[bis(hydroxypropyl)] aminobenzoate
as an OTC sunscreen.

Human efficacy data has been re-
ported. The protective index of 2 to 5
percent ethyl 4-Ebis(hydroxypropyl)]
aminobenzoate in , various vehicles
ranged from 20 (2 percent formulation
in alcohol/glycerine/water and 5 per-
cent formulation in oil base) to 70 (5
percent formulation in carbowax
base). Fifty mg of 1, 2.5 and 5 percent
formulations were applied to 1-square
Inch patches of skin on six healthy
male volunteers, who were then ex-
posed using a xenon lamp to 20, 40 and
60 times the radiation necessary to
produce mild erythema on untreated
skin, with only barely perceptible
erythema being observed at the high-
est radiation dose and minimal concen-
tration. Fifty mg of 1, 2.5 and 5 per-
cent formulations were applied to 1-
square Inch patches of skin on the
forearms of six healthy male volun-
teers. Their forearms were then im-
mersed In an agitated water bath ther-
mostatically controlled at 37 C. After
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10 minutes immersion, the subjects
were exposed to 6 1ID's. Barely per-
ceptible erythema was noted on the
test areas treated with the 2.5 and 5
percent formulations whereas eryth-
ema was easily recognized on test
areas treated with the 1 percent for-
mulation. Skin treated with an unspe-
cified commercial lotion showed deep
redness and swelling after a waterbath
immersion test. It was concluded that
the ethyl 4-Ebis(hydroxypropyl)]
aminobenzoate formulations "showed
excellent promise of retaining sunburn
protection after bathing."

Based on the available data, the
Panel concludes that ethyl 4-
[bis(hydroxypropyl)] aminobenzoate
is an effective sunscreen ingredient for
OTC use.

(3) Dosage. (i) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 1 to 5 percent ethyl
4-[bis(hydroxypropyl)] aminoben-
zoate: Adult and children over 2 years
of age topical dosage is liberal applica-
tion before sun exposure and reapply
after swimming or after excessive
sweating. There is no recommended
dosage for children under 2 years of
age except under the advice and super-
vision of a physician.

(ii) For products providing a mini-
mum SPF value of 4 containing 1 to 5
percent ethyl 4-[bis(hydroxypropyl)]
aminobenzoate: Adult and children
over 6 months of age topical dosage is
liberal application before sun exposure
and reapply after swimming or after
excessive sweating. There is no recom-
mended dosage for children under 6
months of age except under the advice
and supervision of a physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.1. below-category I labeling.)
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(1) OTC Volume 060084.
(2) Kligman, A. M, "The Identification of

Contact Allergens by Human Assay," Jour-
nal of Iniestigative Dermatology, 47:393-
409, 1966.

g. 2-Ethylhexyl 2-cyano-3,3-dipheny-
lacrylate. The Panel concludes that 2-
ethylhexyl 2-cyano-3,3-diphenylacry-
late is safe and effective for OTC use
as a sunscreen as specified in the
dosage section discussed below.

2-Ethylhexyl 2-cyano-3,3-diphenyla-
crylate is also known as 2-Ethylhexyl-
alpha - cyano - beta - phenylcinnamate
and is listed in the CFTA Dictionary
as UV Absorber 3. The chemical for-
mula is CH, ON. It is a nonstaining
pale yellow liquid with a specific grav-
ity of 1.0478 (250 C/25° C), a freezing
ijoint of -10 ° C, and a boiling point of
200* C at 0.1 mm. It is insoluble in
water, but miscible in methanol, eth-
anol, ethyl acetate, methyl ethyl
ketone, mineral oil, isopropyl myris-

tate, methyl pyrrolidone, and n-vinyl
pyrrolidone. It Is incorporated In aero-
sols, alcohol-type solutions, creams,
emulsions, and oil formulations.

(1) Safety. Clinical use and market-
Ing experience have confirmed that 2.
ethylhexyl 2-cyano-3,3-diphenylacry-
late is safe in the dosage range used as
an OTC sunscreen.

Animal and human toxicological
data attest to its safety for human
topical application at a concentration
of 7 percent (ref. 1). The oral LD ,, In
Sherman-Wister strain of rats is great-
er than 64 ml/kg (ref.'2). The Dralze
rabbit eye Irritancy test revealed no Ir-
ritation when 0.1 ml of the undiluted
material was instilled into the eyes of
rabbits (ref. 1). A primary skin Irrita-
tion study In six albino rabbits pro-
duced minimal effects when the
chemical was applied for 72 hours (ref.
1).

A modified Draize-Shelanski human
repeated insult patch test in 52 men
and woment from 18 to 65 years of age
revealed 2-ethylhexyl 2-cyano-3,3-di-
phenylacrylate not to be a strong Irri-
tant or photosenitizer. After applying,
the chemical to the upper back of the
subjects, patch strips were applied for
24 hours. The patches were removed
and the test sites were read. No patch-
es were in place for 24 hours, then an-
other application was made to the
same site and the patches applied.
This was repeated until 10 Insults had
been applied to the same site. A 10. to
14-day rest period followed. At the end
of the rest period a challenge dose and
patch were applied to the original site
and remained in place for 48 hoars. No
reactions occurred during the entire
Induction period. There were two reac-
tions (1+, mild erythema) seen during
the challenge. On repeated challenge
to these two subjects, only one gave a
repeated 1+ reaction. The reactions
were considered to be nonspecific Irri-
tation, disappearing by 72 houns (ref.
1). Twenty-five of the above subjects
also had phototoxicity testing done sl-
multaneously with the skin irritancy
and sensitization testing. Patches were
applied as before. At induction, patch-
es 1, 4, 7, and 10, and at the firmt chal-
lenge patch, the treated sites were ex-
posed to a Hanovia Kromeyer Lamp
filtered through window glass for 30
seconds. All photopatch tests were
negative.

Additional skin and eye irritation
tests have been carried out but details
were not supplied. Various concentra-
tions of 2-ethylhexyl 2-cyano.3,3-di-
phenylacrylate (4, 8, and 16 percent)
were. incorporated in dimethylphtha-
late or petrolatum as vehicles. The
Draize skin irritancy test In 6 rabbits,
the Draize eye irritancy test In 6 rab-
bits, and skin patch tests (unspecified)
in 14 humans revealed no effects ob-
servable in all cases (ref. 2).
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Marketing data involving 15,000
units sold over a 24-month period re-
vealed no complaints of sensitivity or
intolerance to 2-ethylhexyl 2-cyano."
3.3-diphenylacrylate (ref. 1). 2-Ethyl-.
hexyl 2-cyano-3.3-diphenylacrylate in
lower dosage has been used by a least
three cosmetic manufacturers for sev-
eral years to protect ingredients in cos-
metics against UV degradation (ref. 3).

Based upon the available date, the
Panel "concludes that 2-ethylhexyl 2-
cyano-3,3-diphenylacrylate is a safe
sunscreen for OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness of 2-
ethylhexyl 2-cyano-3.3-diphenylacry-
late as an OTC sunscreen.

2-Ethylhexyl 2-cyano-3,3-diphenyla-
crylate in a 7 percent gel base was
tested on the backs of 10 fair skin vol-
unteers using a xenon lamp-solar sim-
ulator (ref. 1). The subjects' MED was
determined the day before the test.
The test product and a 3 percent am!-
nobenzoic acid in alcohol control solu-
tion were applied to separate circular
sites 1.9 cm in diameter at a rate of 5
Il/cm -. Irradiated sites were 1.2 cm in
diameter. 2-Ethylhexyl 2-cyano-3,3-di-
phenylacrylate sites were exposed to 3,
4, and 5 IlED's while the 3 percent
aminobenzoic acid solution was ex-
posed to -4 and 5 IED's. Test sites
-were read 24 hours later. The mean
SPF for the 7 percent 2-ethylhexyl 2-
cyano-3,3-diphenylacrylate was 4.2
(standard deviation= 0.92). In the
same test, 10 percent 2-ethylhexyl 2-
cyano-3,3-diphenylacrylate in an oil in
water lotion was tested simultaneous-
ly. Five pI/cm2 of the material was ap-
plied. The mean SPF for the 10 sub-
jects was 4.6 (standard deviation=0.85)
for the 10 percent formulation.

Rossman; Knox, and Freeman (ref.
4) compared 100 sunscreen 'products
and formulations on the untanned
backs of white men. Different -test
agents were arranged in six vertical
strips extending from the waist to the
upper scapular areas. Test sites were
36 one-inch squares arranged in six
rows of six each. 2-Ethylhexyl 2-
cyano-3.3-diphenylacrylate was tested
in 10 and 20 percent concentration
while 10 percent 3-benzoyl-4-hydroxy-
6 methoxy benzenesulfonic acid in a
vanishing cream base and 10 percent
aminobenzoic acid in the same vanish-
ing cream base were used as control
standard sunscreens. The light source
was a hot quartz mercury vapor lamp
and the test sites were irradiated at a
fixed 75 cm distance. The average
IEED for the light source was 15 sec-
onds (range 10 to 25 seconds).

In 32 subjects, 20 percent 2-ethyl-
hexyl 2-cyano-3,3-diphenylacrylate in
a vanishing cream base protected for
9.1 minutes (36 times the average

LM) while 10 percent 2-ethylhexyl 2-
cyano-3,3-diphenylacrylate in the
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same vehicle protected 13 subjects for
2.2 minutes (9 MED's). The 10 percent
benzophenone formulations on 34 sub-
jects protected In excess of 12 minutes
48 MED's). The 10 percent aminoben-
zoic acid formulation protected 17 sub-
jects for more than 12 minutes (48
MED's) and in 13 more subjects from
20 to 60 minutes. In general, the pro-
tection offered by commercially avail-
able products, available in the early
1960's was limited to 2 minutes or less
(mean 1.5 minutes or 6 DEED's) (ref. 4).

The 7 percent 2-ethylhexyl 2-cyano-
3,3-diphenylacrylate was field tested
in Florida. California, Hawaii. the
Indian Himalayas. Panama, the Gulf
of Mexico, Mt. McKinley, Guadalupe.
Israel, France, and England. but the
data were not submitted to the Panel.

Based on the available data, the
Panel concludes that 2-ethylhexyl 2-
cyano-3,3-diphenylacrylate is aw.effec-
tive sunscreen ingredient for OTC use.

(3) Dosage. (I) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 7 to 10 percent 2-
ethylhexyl 2-cyano-3.3-dlphenylacry-
late: Adult and children over 2 years
of age topical dosage Is liberal applica-
tion before sun exposure and reapply
after swimming or after excessive
sweating. There is no recommended
dosage for children under 2 years of
age except under the advice and super-
vision of a physician.

(it) For products providing a mini-
mum SPF value of 4 containing 7 to 10
percent 2-ethylhexyl 2-cyano-3.3-di-
phenylacrylate: Adult and children
over 6 months of age topical dosage is
liberal application before sun exposure
and reapply after swimming or after
excessive sweating. There is no recom-
mended dosage for children under 6
months of age except under the advice
and supervision of a physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.1. below-.category I labeling.)

(1) OTC Volume OG0171.
(2) Technical Report GAP Corpomtion.

Draft of unpublished paper In OTC Volume
060150.

(3) Strobel. A. and J. J. Inserra, "The Uze
of UV Absorbers in Coametic Productc,"
American Perfumer and Cos-rtnec.% 83:25-30.
1968.

(4) Roasman. R. F.. J. L. Knox and R. G.
Freeman. "'Acrylonltrilca. A lNew Group of
Ultraviolet Absorbing Compounds." The
Journal of Inrestlgatlre Dermatolog,
39:449-453. 1962.

h. Ethyllteyl p-methoxicinnamate.
The Panel concludes that ethylhexyl
p-methoxycinnamate is safe and effec-
tive for OTC use as a sunscreen as
specified in the dosage section dis-
cussed below.
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Ethylhexyl p-methoxycinnamate is
also known as 2-methoxycinnamic acid
2-ethylhexyl ester.

Ethylhexyl p-methoxycinnamate is
a practically odorless, pale yellow,
slightly oily liquid with a molecular
weight of 290, a boiling point at 3 mm
of 198-200" C, and a specific gravity of
1.01-1.02. The ingredient is miscible in
alcohols, propylene glycol monomyris-
tate. and various oils, but insoluble in
water. It Is "stable to light and re-
mains essentially unchanged on expo-
sure to moderate heat" It is often for-
mulated with other sunscreens. Absor-
bance in pure ethanol is 84 percent at
2 percent, 94 percent at 3 percent, and
98.8 percent at 5 percent concentra-
tions.

(1) Safety. Clinical use and market-
ing experience have confirmed that
ethylhexyl p-methoxycinnamate is
safe in the dosage range used as an
OTC sunscreen.

Extensive animal toxicological test-
ing and widespread use attest to its
safety for application to humans.

Animal toxicity data for ethylhexyl
p-methoxycinnamate indicated that
the ID . exceeds 8 g/kg in mice The
Draze rabbit eye irritancy test re-
vealed little irritation when 0.1 ml of
the pure chemical was instilled into
the rabbit's eyes (ref. 1). The chemical
vws considered practically nonirritat-
ing to the eye. To determine epicutan-
eous tolerance and possible sensitiza-
tion in the guinea pig, four guinea pigs
received either 0.05 ml of the undilut-
ed chemical unjected intracutaneously
on 5 subsequent days or 0.025 ml of a
50 percent acetone solution applied
topically daily for 3 weeks to 2 cm 2

areas on their shared sides. The
amount injected intracutaneously or
topically administered was approi-
mately 500 mg/kg. There was no aller-
gic sensitization by either topical or
intradermal route (ref. 1).

Human safety studies have been re-
ported. Tests using a 5 percent concen-
tration and performed on 50 subjects.
approximately one-third of whom had
extremely sensitive skin, including
some with eczema and sensitization,
demonstrated that the product is very
well tolerated on the skin. Patch tests
using an unspecified concentration on
27 men and 22 women. 18 to 60 years
of age, produced no positive results
after 24 and 48 hours, thereby leading
to the conclusion that the product
would not act as a primary irritant or
would not act, under longer use, as an
allergenic substance. Photosensitiza-
tion tests "showed that the product
did not provoke photosensitization"
(ref. 1).

In a line of products where the in-
gredient was combined with a benzo-
phenone, over 8 million units were
sold. 38 complaints of skin irritation
were received by the manufacturer,
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but not a single case of skin irritation
could be clearly related to the use of
the products. Over 209 tons of ethyl-
hexyl p-methoxycinnamate were sold
in 27 countries in 2 years (ref. 1).

A human Draize test was performed
in 54 men and women.- Ethylhexyl p-
methoxycinnamate 7.5 percent in pet-
rolatum was applied to the deltoid
area alternately under occlusion for 48
hours for 11 applications. Two weeks
later the challege dose, was reapplied.
No reactions occurred to the ethyl-
hexyl p-methoxycinnamate (ref. 2). No
adverse .reports were found in the lit-

,erature to the use of topical ethyl-
hexyl p-methoxycinnamate.

Based on the available data, the
Panel concludes that ethylhexyl p-
methoxycinnamate is a safe sunscreen
ingredient for OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness- of eth-
ylhexyl p-methoxycinnamate as an
OTC sunscrden.

Efficacy data reviewed by the Panel
included in vitro studies of the absorp-
tion, solubility, and stability proper-
ties of ethylhexyl p-methoxycinna-
mate (ref. 1). Absorption at 308 nm is
84 to 90 percent for 2.0 to 2.5 percent
concentrations.

The ingredient absorbs UV light in
the 290 to 320 nm range, with the
maxima at 308 to 310 nm. Like many
sunscreens, the percent of absorption
depends upon the concentration. As
noted above, absorption in pure eth-
anol is 84 percent at 2 percent, 91 per-
cent at 3 percent, and 98.8 percent at 5
percent concentrations. It is often for-
mulated with other sunscreens (ref. 1).

In a series of five well-designed, con-
trolled, randomized, singleblind labo-
ratory and field trials, ethylhexyl p-
methoxycinnamate alone and in com-
bination performed well. Each subject
had his/her MED and skin reflectance
measured. In outdoor tests the solar
energy flux was measured. In the labo-
ratory test, 2.5 to 5.0 percent ethyl-
hexyl p-methoxycinnamate in combi-
nation with other sunscreens wa ap-
plied to the back of 12 men and
women. Each subject had four sites;
each site had three rows; and each row
had five (2.5 X 2.5 cm) windows. Each
site had only one product applied to a
row, an untreated control row, and a 5
percent PABA in ethanol control row.
A hot-quartz mercury lamp delivered
3, 5, 9, 12, and 15 MED's to each sub-
ject. Readings were made about 24
hours later. All formulations contain-
ing ethylhexyl p-methoxycinnamate
performed well (ref. 3). An experiment
in 8 men compared two products, an
untreated control, and a 5 percent
PABA in ethanol control on the back
of each man. Three products contain-
ing ethylhexyl p-methoxycinnamate
were tested. The men sunbathed pas-
sively from 11 a.m. to 1 p.m. in the

April sun in Arizona. The formula-
tions had as SPF value of 2.8 to 10.1
(ref. 1).-The next outdoor experiment
involved testing 12 products,'10 con-
taining 2.5 to 5 percent ethylhexyl p-
methoxycinnamate on 11 men exposed
to 30, 60, 90, and 120 minutes sunlight
from 11 a.m. to 1 p.m. Each man had
three formulations and an untreated
control applied. All formulations per-
formed well.-One product containing 4
percent ethylhexyl p-methoxycinna-
mate alone had an SPF value of 2.1
after 120 minutes exposure, while an
aerosol product containing 2.5 percent
ethylhexyl p-methoxycinnamate had
an SPF value of 2.9 after 120 minutes
exposure. The third field experiment
tested three products in six subjects
after exercising 0.5 hour then exposed
to the noon sun for 30, 60, 90, and 120
minutes. All formulations performed
well. The fourth experiment tested
three products under conditions simu-
lating normal usage like exercise (30
minutes), walking (30- minutes), sun-
bathing passively (60 minutes), and
two swims. Each product was tested in
nine subjects along with the 5 percent
PABA control. The mean SPF values
were 9.1, 5.9, and 9.3. The last experi-
ment in the series compared the same
three formulations in six subjects
after a 15-minute swim followed by
sun exposure to 90 minutes. Each sub-
ject tested two products and had an
untreated control site. The mean SPF
values were 4.2, 1.04, and 4.4 or greater
(ref. 3). Evaluation of the tanning re-
sponse to two products containing 4.0
and 2.5 percent ethylhexyl p-methoxy-
cinnamate exhibited a pigmentary re-
sponse on clinical and skin reflecto-
meter evaluation, but it was less than
the untreated control sites. Another
similar series of outdoor testing was
performed in Australia, with similar
results (ref. 1).

Several partially controlled studies
of formulations, containing ethylhexyl
p-methoxycinnamate were submitted
by the manufacturer (ref. 1).

Based on the available data, the
Panel, concludes that ethylhexyl p-
methoxycinnamate is an effective sun-
screen ingredient for OTC use.

(3) Dosage. (i) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 2.0 to 7.5 percent
ethylhexyl p-methoxycinnamate:
Adult and children over 2 years of age
topical dosage is liberal application
before sun exposure and reapply after
swimming or after excessive sweating.
There is no recommended dosage for
children under 2 years of age except
under the advice and supervision of a
physician.

(ii) For products providing a mini-
mum SPF value of 4 containing 2.0 to
7.5 percent ethylhexyl p-methoxycin-
namate: Adult and children over 6
months of age topical dosage is liberal

application before sun exposure and
reapply after swimming or after exces-
sive sweating. There is no recommend.
ed dosage for children under 6 months
of age except under the advice and su-
pervision of a physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.1. below-category I labeling.)
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i. 2-Ethylhexyl salicylate. The Panel
concludes that 2.ethylhexyl sallcylate
is safe and effective for OTC use as a
suncreen as specified In the dosage
section discussed below.

2-Ethylhexyl salicylate is also known
as octyl salicylate.

Its absorbance is between 280 and
320 nm with a maximum absorbance
wide peak at about 300 nm. It Is an
odorless, clear, white-to-slightly yel-
lowish liquid with a molecular weight
of 250.33, a specific gravity of 1.013 to
1.022, and a boiling point of 144' C at
1mm. It is completely soluble in min-
eral oil and two parts of 95 percent
ethanol. It has been used as a sun-
screen since 1938 and Is incorporated
in emulsion, oil, ointment, and paste
formulations.

(1) Safety. Clinical and marketing
experience have confirmed that 2-eth-
ylhexyl salicylate is safe In the dosage
range used as an OTC sunscreen.

Animal and human toxicological
data and long use attest to Its safety
for human topical application.

The Draize rabbit eye irritation test
revealed it to be a nonirritant when
0.1 ml 2-ethylhexyl salicylate was in-
stilled into the eyes of nine albino rab-
bits. In three rabbits the eyes were not
washed, while the other rabbits and
the eyes washed in 2 or 4 seconds with
20 ml of lukewarm water. Evaluations
were made at 1 hour, 24 hours, and 7
days. Nb damage was observed of the
cornea or iris, while the conjuctiva
had a mild reaction (ref. 1).

The oral LDo In Sherman strain
albino rats was found to be 4.8 =y 0.3 g/
kg (ref. 2). U.S. Army Military Specifi-
cation MIL-S-11262E lists 2-ethyl.
hexyl salicylate among the approved
suncreening agents, with a maximum
amount of 5 parts by weight approved
for toxicity for use with the basic
cream formulation specified therein
(ref. 2).

Patch tests were performed on 10
randomly selected human subjects. A
5 percent 2-ethylhexyl salicylate prep.
aration in mineral oil was applied to
the inner surface of the upper right
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arm of each subject. The patches were
removed after the test material had
been in contact with the skin for 24
hours. No reactions were observed at
that time or after 72 hours. After a 7-
day test period the above-described
procedure was repeated, and again no
reactions were noted 'either upon re-
moval of the patches or after 72 hours.
It was concluded that the test material
did not contain primary and/or sec-
ondary skin irritants (ref. 2)..

In a human Draize repeated-insult
patch test, no primary irritation, "fati-
guing," or sensitization reactions were
observed when-0.5 ml of 2-ethylhexy
salicylate was applied under occlusion
to the intact skin of 25 subjects for 10
applications at 48-hour intervals, with
the !lth application 2 weeks later (ref.
1).

The phototoxicity potential of 5 per-
cent 2-ethylhexyl salicylate in ethanol
was tested in 10 subjects. The solution
was applied to normal skin sites and to
cellophane tape-stripped sites. The
sites were irradiated after either a I-
hour contact (stripped sites) or 24-
hour contact (normal skin). All sub-
jects had a 3 percent demeclocycline
hydrochloride solution positive con-
trol. The sites were irradiated from
322 to 410 ni with a xenon arc lamp
system. All subjects had a positive
phototoxicity resp6nse to the demeclo-
cycline, but none responded to the 2-
ethylhexyl salicylate (ref. 1).

Over a 10-year period, about 55,000
pounds of 2-ethylhexyl salicylate were
sold each year. Several companies
market products containing it, but the
only data were supplied to the Panel
by the manufacturer of the basic
chemical (ref. 2). One product manu-
facturer indicated that it had pro-
duced over a million units in 6 years
and had had no complaints or reports
of dermatitis, skin irritation, allergies,
or sensitivity to the two products con-
taining 2-ethylhexyl salicylate (ref. 2).
Another product manufacturer wrote
that before marketing its product in
1946, it had conducted patch tests on
50 persons, with favorable results (ref.
2). The Panel found no adverse reports
to the topical use of 2-ethylhexyl salic-
ylate in the literature.

Based on the available data, the
Panel concludes that 2-ethylhexyl sa-
licylate is a safe sunscreen ingredient
for OTC use.

(2) Effectiveness. There are no con-
trolled studies documenting the effec-
tiveness of 2-ethylhexy. salicylate as a
sunscreen. However, it is the Panel's
conclusion that clinical use and mar-
keting experience have confirmed ef-
fectiveness.

The effectiveness of 2-ethylhexyl sa-
licylate as a sunscreen is demonstrated
by its in vitro UV light absorption
characteristics. The ingredient absorbs
UV radiation between 280 and 320 rn,

with maximal absorbance at 305 run.
Changing the concentration and vehi-
cle changes the percentage of absorp-
tion. For example (refs. I and 3):

Cream concentrntion Frythema traonmL=tn
(percent) (percent)

29bton310nm
3.0 0.3
4.0 0.4

229 to 320 nm
9.5 4.0
7.0 8.0
5.2 15.0

To meet the special requliements of
a sunscreen, a compound must be able
to resonate between alternate Ionic
forms. This ionization change must re-
quire an energy quantum within the
UV region. This corresponds to elec-
tronic transition (ionization) energies
of 91.4 to 99.4 kilocalorles per gram
mole (kc al/g mol) for compounds
with absorption maxima between 290
and 315 nm, the sunburn erythema
range. Few classes of compounds satis-
fy this basic requirement. The salicy-
lates, cinnamates, p-aminobenzoates,
and p-dialkyl aminobenzoates are ex-
amples of aromatic compounds meet-
ing this basic requirement, and they
have performed as effective sun-
screens in use (ref. 4).

The Quartermaster Corps of the
U.S. Army approved 5-percent-by-
weight 2-ethylhexyl salicylate as a
sunburn preventative (US. Specifica-
tion MIL-S-11 262 E, 15 March 1972).
It was first approved for military pro-
curement in 1951 (ref. 1). The efficacy
data from the Army tests were not
available to the Panel.

Testimonial letters from six cosmetic
manufacturers stated that they found
2-ethylhexyl salicylate to be an effec-
tive sunscreen and that It was chosen
for use in their products because of Its
efficacy and desirable characteristics
(ref. 3). No data were given. Being one
of the older sunscreens, such record-
keeping was not necessary.

Based on the available data, the
Panel concludes that 2-ethylhexyl sa-
licylate Is an effective sunscreen Ingre-
dient for OTC use.

(3) Dosage. (1) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 3 to 5 percent 2-
ethyihexyl sallcylate: Adult and chil-
dren over 2 years of age topical dosage
is liberal application before sun expo-
sure and reapply after swimming or
after excessive sweating. There is no
recommended dosage for children
under 2 years of age except under the
advice and supervision of a physician.

(i) For products providing a mitni-
mum SPF value of 4 containing 3 to 5
percent 2-ethyihexyl salicylate: Adult
and children over 6 months of age
topical dosage is liberal application
before sun exposure and reapply after

swimming or after excessive sweating-
There is no recommended dosage for
children under 6 months of age except
under the advice and supervision of a
physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active Ingredients. (See part M. para-
graph B.1. below--category I iaa6eling-
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J. Glyceryl aminobenzoate The
Panel concludes that glyceryl amino-
benzoate is safe and effective for OTC
use as a sunscreen as specified in the
dosage section discussed below.

Glyceryl aminobenzoate is also
known as glyceryl p-aminobenzoate-

Glyceryl aminobenzoate is soluble in
ethyl and Isopropyl alcohol and gyc-
erIne and propylene glycol; but it is in-
soluble in water, mineral oil, and
peanut oil. Glyceryl aminobenzoate
can be Incorporated into aerosols,
emulsions, hydroalcoholic solutions,
and lipstick formulations. Its absor-
bance Is between 264 and 315 rn, with
maximum absorbance at .295 nm (ref. *

(1) Safety. Clinical use and market-
Ing experience have confirmed that i
glyceryl aminobenzoate is safe in the 4
dosage range used as an OTC sun-
screen.
" Animal and human toxicological'
data attest to its safety for human ,

topical application in 3 percent con-
centration (refs. 2 and 3). The oral
LD. is 17.3 ml1kg in rats CreL 4).

A 20-day acute toxicity test of a
preparation containing 20 percent gly-.
ceryl aminobenzoate In a base solution
was performed using New Zealand
strain male rabbits with abraded and
Intact skin. A shaved area of skin ap-
proximately 10 percent of the body i
surface was Inuncted daily with 1, 2,
and 4 g/kg of body weight, with con-'
trol animals receiving 4 g/kg of the
solvent only. No toxic manjifestations
were observed in any of the test ani-
mals. There were no abnormal. irrita-
tive. deteriorative, or coagulative ef-
fects on the intact or abraded skin
(ref. 1).

Toxicological studies employing a
marketed sunscreen lotion containing
3 percent glyceryl aminobenzoate and
3 percent amyl p-dlmethyl- aminoben-
zoate indicated that the product was
nontoxic to mice and rats when admin-
istered in a single oral dose of 50 mil
kg (ref. 2). For 32 consecutive days, 0.2
ml of lotion was applied to the shaved
intrascapular area of albino rats with-
out any dermal toxicity being noted in

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978

38229



38230

any of the eight animals so treated
(ref. 2).

Using two sunscreen lotions each
containing 3.15 percent glyceryl- amin-
obenzoate and 3.15 percent amyl p-
dimethylaminobenzoate, acute eye ir-
ritation studies were performed on 12
New Zealand albino rabbits. Two drops
of one lotion were instilled into the
left eye of each rabbit, while the con-
tralateral eyes were treated with an
equal amount of the other lotion. Two
minutes after administration, both
eyes of six rabbits were rinsed with 20
ml of lukewarm water. One hour later
the rinsed eyes were stained with one
drop of 2 percent fluorescein for obser-
vation under UV light. Twenty-four
hours after instillation, the unrinsed
eyes were treated in the same manner.
The eyes were scored for toxicity (ref.
5). No toxicity was noted in any of the
rinsed and unrinsed eyes, although
mild to moderate discomfort charac-
terized by repeated blinking was ob-
served to last from 15 to 30 seconds in
both the rinsed and unrinsed eyes.
Slight conjunctival irritation was ob-
served immediately following instilla-
tion in both groups; the condition sub-
sided within 1 hour following rinsing
and after 24 hours postinstillation in
the unrinsed group (ref. 2).

An evaluation was made as to the
primary irritation potential of the two
lotions described in the previous para-
graph by applying 0.5 ml of the prep-
arations to abraded and intact (oc-
cluded and unoccluded) rabbit skin.
Twenty-four hours prior to the onset
of the study, the dorsal area of 12
adult female New Zealand albino rab-
bits was shaved free of hair. The fol-
lowing day the shaved area was divid-
ed into 4 quadrants of no less than 4
square inches each. Two of the test
sites on each rabbit were abraded by
making four epidermal incisions
through the stratum corneum with a
sterile needle in a "tic-tac-toe" pat-
tern. The abraded and intact sites
were diagonally located from one an-
other. Each of the two lotions was ap-
plied to six rabbits by using a glass dis-
posable syringe under to gauze patch
secured by adhesive tape. The test
sites for three rabbits in each group
were occluded. After 24 hours contact
time the patches were removed and
the resulting reactions were graded
through 72 hours in accordance with a
described method (ref. 5). Variations
in the reactions noted for the two
preparations were minimal. Essential-
ly, there was slight erythema (value of
1 or less) noted at 24 hours in the rab-
bits of the abraded-occluded and
intact-occluded groups. Little or no ir-
ritation was noted at 48 hours and was
absent at 72 hours. Likewise, in rabbits
of the abraded-unoccluded and intact-
unoccluded groups slight erythema
(value of 1 or less) was noted at 24
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hours and was reduced to very slight
at 48 hours, with none noted at 72
hours. There was no edema formation
noted in any of the 12 test animals
(ref. 2).

Another evaluation was made as to
the primary irritation potential of two
preparations, each containing 3.15 per-
cent glyceryl aminobenzoate and 3.15
percent amyl p-dlmethyl- aminoben-
zoate. Twelve adult female New Zea-
land albino rabbits were prepared in
the same manner as described above.
In the case, 0.2 ml instead of, 0.5 ml of
the test preparation was applied to
each test site. The results were essen-
tially similar to those noted in the
study discussed above (ref. 2).

Each ingredient in the above-de-
scribed sunscreen preparation was
evaluated for potential dermal irrita-
tion by combining the ingredient with
a suitable vehicle, i.e., petroleum,
methanol, or distilled water and apply-
ing it topically to rabbit skin for 7 con-
secutive days. Twenty-four hours prior
to the onset of the study, the dorsal
region in each of 15 rabbits was shaved
free of hair and divided into 4 quad-
rants of no less than 25 cm 2 each.
Three times daily, 0.2 ml of each test
material was placed onto a test quad-
rant in each of three rabbits by using
a glass disposable syringe and then
gently irquncted onto the skin with a
clean stainless steel spatula. The test
sites were observed regularly for irrita-
tion, physical appearance, and general
behavior, with dermal reactions being
graded (ref. 5). Glyceryl aminoben-
zoate (3 percent) elicited no untoward
dermal reactions, while amyl p-
dimethylaminobenzoate (3 percent)
elicited very slight erythema. Slight to
moderate erythema was noted on test
sites treated with several other ingre-
dients (ref. 2).

The above-described sunscreen was
tested in the rabbit ear for comedo-
genicity, along with two other sun-
screens, one containing 10 percent
sulisobenzone and the other contain-
ing 3 percent dioxybenzone and 3 per-
cent oxybenzone. It was reported that
the preparation containing 3 percent
glyceryl aminobenzoate and 3 percent
amyl p-dimethylaminobenzoate
showed marginal hyperkeratosis and
produced small comedones, whereas
the other two preparations produced
huge comedones. No specifics were
given as to the testing procedure (ref.
6)..

Controlled human studies of the ra-
lative irritancy potential of eight prep-
arations were performed using the
method outlined by Phillips et al. (ref.
7). The materials to be tested were ap-
plied 'daily for 21 days to Webril
patches and attached to the skin with
an occlusive tape. Each day the patch-
es were removed, the sites examined
and scored, and fresh patches reap-

plied. It was reported that none of the
test materials were rated as significant.
Irritants, with only a few readings In.
dication erythema over the entire test
site. All the remaining responses were
equivocal, with erythema present over
part, but not the entire, test site.

Fifty human subjects were selected
on the basis of their general good
health and absence of any skin dis.
eases which might be confused with
skin reactions form the test material
and were treated with glyceryl amino.
benzoate to determine whether this in.
gredient was capable or Irritating
human skin under controlled test con.
ditions. Sites on the upper arm of each
subject were designated to receive a
series of 16 applications, each of 24
hours' duration, of the test material. A
lintine pad treated with the test mate-
rial was placed on Its predesignated
site, covered, and sealed with overlap-
ping strips of an occlusive tape. At the
end of 24 hours the seal was broken
and the patch was removed. The test
sites were examined, and any gross
changes were gi'aded on a scale of
from 1 to 4, with the absence of any
visible changes being assigned a 0
value. After the removal of the patch.
the test sites were rested for 24 hours,
except on weekends when the rest
period was extended to 48 hours. Prior
to reapplication the test sites were ex-
amined again to determine whether
any changes had occured. The test ma-
terial was reapplied to the same site If
the contact site manifested no
changes. If significant Irritation (2+
or more) was observed, the investiga-
tor could at his option rest the subject.
or apply the test material to a new site
for the next contact period. After the
fifteenth application the subjects were
rested for 2 weeks before being chal-
lenged by applying the test material
under occlusion for 24 hours to the
previously used sites. Following remov-
al of the patch, the test sites were ex-
amined immediately and after 24 and
48 hours. In no instance were visible
changes noted signifying reaction to
injury. It was concluded by the Investi-
gator that "under the test conditions,
glyceryl para-aminobenzoate was not
capable of eliciting visible skin
changes consistent with criteria being
characteristic of a primary Irritant, fa-
tiguing agent or a sensitizer" (ref. 8).
On the basis of the test results for 50
subjects, the investigator predicted
with 95 percent certainty that at least
92.89 percent of the general popula-
tion will not be sehsitized by this ma-
terial.

Maximization tests (ref. 9) to deter.
mine the contact-sensitizing potential
of a sunscreen product containing 3
percent glyceryl aminobenzoate and 3
percent amyl p-dhnethylaminobenzo-
ate were performed on 25 healthy
adults male volunteers. The test mate.
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rial was applied under occlusion to the
same sites on the volar forearms of all
subjects for 5 alternate 48-hour peri-
ods. The test sites were pretested for
24 hours "with 5 percent aqueous
sodium lauryl sulfate under occlusion.
After a 10-day rest period, challenge
patches were applied under occlusion
to new sites for 48 hours, but were pre-
ceded by 1-hour applications of 10 per-
cent sodium lauryl sulfate under oc-
clusion. It was indicated that the chal-
lenge sites were read immediately
upon removal of the patch and 24
hours thereafter. However, individual
subject data indicated that the chal-
lenge sites were read after 48 and 72
hours. It was reported that there were
no instances of contact-sensitization
and that it was unlikely that the test
material would present a danger of
contact-sensitization in normal, in-
tended use (ref. 10).

The phototoxicity and photocontact
allergenicity potential of a sunscreen
formulation containing 3 percent gly-
ceryl aminobenzoate and 3 percent
amyl p-dimethylaminobenzoate were
evaluated in 35 heailthy adult male
volunteers (ref. 11).

To test for phototoxicity, 0.2 ml of
the test materials was applied occlusi-
vely to duplicate 2 cm 2 normal and
stripped skin sites on the upper backs
of the subjects. Each stripped site re-
ceived 6 MED's of xenon solar simulat-
ing radiation filtered through window
glass. The normal site was similarly
exposed to the same dose of long-UV
radiation after 24 hours of occlusion.
Observations were made a 1, 3, and 24
hours after irradiation. To test for
.photocontact allergenicity, 0.2 ml of
the test materials was applied to one
2-inch square of stripped skin on the
upper backs of the subjects, and the
sites were then exposed to 3 MED's of
xenon solarsimulating radiation and
occluded. This procedure was repeated
five times at intervals of 48 hours. Ten
days after the final induction expo-
sure, the subjects were challenged by
applying 0.2 ml of the test materials to
both normal and stripped skin sites,
followed by exposure to 3 MED's of
xenon solarsimulating radiation fil-
tered through window glass. The sites
were occluded, and observations were
make at 24, 48, and 72 hours after irra-
diation. The results of the tests re-
vealed no instances of phototoxicity or
photocontact allergenicity among any
of the subjects (ref. 11).

Test were performed using 10 adult
subjects for the purpose of discrimin -,
ating among four formulations report-
ed to be equally effective in providing
protection against sunburn in the im-
mediate and post-immersion assays.
One formulation contained 3 percent
glyceryl-aminobenzoate and 3 percent
aml p-dimethylaminobenzoate; the
formulations for the three remaining
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products were not provided. One-inch
square Webril patches were loaded
with 25 percent liquor carbonis deter-
gents (LCD) and occluded to four sites
on the forearm skin of each patient
for 1 hour, after which the site was
cleaned with mineral oil before the ap-
plication of thin film of the test for-
mulation. Each site then received 6
minutes of long-UV radiation. A con-
trol LCD site was irradiated on each
subject without the application of any
test formulation. The test sites were
examined 24 hours later, and any
gross changes were graded on a scale
of 1 to 4, with the absence of any visi-
ble changes being assigned a 0 value.
The preparation containing 3 percent
glyceryl aminobenzoate and 3 percent
amyl p-dLmethylamlnobenzoate was
one of two formulations found to
almost completely block the photo-
toxic response. It was concluded that
these two formulations provide excel-
lent protection in the phototoxic
model, permitting the inference to be
made that they efficiently absorb
long-UV radiation in the spectral
range of 320 to 400 nm and that
"these two formulations therefore
may be regarded as broad-spectrum
sunscreens, providing excellent protec-
tion against sunburning radiation as
well as longer rays which activate pho-
tosensitization reactions" (ref. 12).

The photosensitivity, irritancy. and
allergic sensitization potential of a
sunscreen formulation containing 3
percent glyceryl aminobenzoate and 3
per'cent amyl p-dinethylaminobenzo-
ate was evaluated in 15 healthy female
and 25 healthy male subjects. The test
material was applied daily for 30 days
to the face and upper trunk of each
subject, after-which the subjects were
irradiated with 3 MEDs from a bank
of fluorescent lamps. Individual sub-
Ject data were not provided, but It was
reported that 12 subjects .(4 females
and 8 males) complained of very mild
itching around the eyes but that there
were no visible signs of irritation In
these subjects. It was further reported
that there were no instances of photo-
sensitivity of allergenicity in this test
(ref. 13).

Based on the extensive hnimal and
human toxicological data, the Panel
concludes that glyceryl aminobenzoate
is a safe sunscreen ingredient for OTC
use.

(2) Effectiveness. There are studies
dodumenting the effectiveness of gly-
ceryl aminobenzoate as an OTC sun-
screen.

Doubleblind studies were performed
comparing nine formulations for sun-
screening efficacy in 10 healthy adult
white males. The fomulations were ap-
plied in random fashion to 2 cm2 on
the medial forearm skin surface at the
rate of 60 ul/cm- A 1.600 watt xenon
lamp was used to provide solar-simu-
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lating radiation. One study evaluated
protection immediately after applica-
tion and involved each site immediate-
ly after inunction receiving 10 MEDs
individually determined beforehand
for each subject. The skin was evaluat-
ed 24 hours later, with any reactions
being graded on a 4-point scale (0-
negative, 1-mild response, 2-moder-
ate redness, and 3-sharp redness). In
the second study, postimmersion pro-
tection was evaluated. Previously irra-
diated sites were avoided. The sub-
jects' forearms were immersed for 10
minutes in a water bath at room tem-
perature 2 hours after application of
the test formulations. Following the
immersion, 10 MED's were adminis-
tered, and the skin reactions were
evaluated 24 hours later and graded
using the above-described scale. In
both studies, It was concluded that a
sunscreen formulation containing 3
percent glyceryl aminobenzoate and 3
percent amyl p-dimethylamino- benzo-
ate provided excellent protection im-
mediately after application (0,45 aver-
age value) and postimmersion (0.55
average value). Moderate protection
was provided by a formulation con-
taining unspecified concentrations of
glycerly aminobenzoate and amyl p-di-
methyl- aminobenzoate immediately
after application (1.30 average value)
and postimmersion (1.55 average
value). Poor protection was provided
by preparations containing unspecified
concentrations of the single active in-
gredients glycerly aminobenzoate and
amyl p-dimethylaminohbenzoate imme-
diately after application (1.90 and 2.50
average values, respectively) and pos-
timmersion (2.20 and 2.50 average
values, respectively) (ref. 14).

Double-blind studies were performed
on a series of single active ingredient
and combination sunscreen prepara-
tions in a water-resistant emollient
cream base using natural sunlight and
ocean swimming. For the purposes of
the present review, the Panel only
considered the results for those for-
mulations containing 3 percent gly-
ceryl aminobenzoate and 3 percent
amyl p-dimethylamlnobenzoate alone
and in combination and for a market-
ed sunscrecn containing 5 percent
aminobenzoate. Opaque white tape
was used to mark out a series of 7.5 cm
x 7.5 cm approximately 6 cm below the
base of the neck and centered between
the shoulder blades on the backs of 30
untanned light-skinned Caucasian vol-
unteers. Using a randomized medica-
tion schedule, each test site was treat-
ed with 0.05 ml of a test formulation.
The subjects were simultaneously ex-
posed to 2 hours of sunlight (10 am. to
noon on a clear day in Miami, Fla., in
August 1971). Following this exposure,
the subjects swam for 10 minutes
while totally immersed in the ocean.
Immediately thereafter they were
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again exposed for 2 more hours until
the 2 p.m. conclusion. At this point
the tape was removed, the test sites
photographed, and instructions were
given to the subjects not to apply any-
thing other than water to the test
sites. Evaluations were made and pho-
tographs were taken of. the test sites
24 and 72 hours following exposure. At
each point the reactions were graded
(0-no change, 1-mild erythema, 2-
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moderate erythema, 3-marked eryth-
ema, and 4-marked erythema with
edema). Comvlete data for only 22
subjects were considered in the statis-
tical evaluation, as 3 subjects failed to
return for the final evaluation and 5
subjects had an uneven suntanning re-
sponse. The results for the formula-
tions under consideration in this
review were as follows:

Mleans and standard deviations of severity gradings

24-hour 72-hour
evaluation evaluation

Mean Standard Metn Standard
value deviation value deviation

1. 3 pet glyceryl aminobenzoate ....................... 2.1727 0.0917 1.6818 0.1169
2. 3 pet amyl p-dimethylaminobenzoate ............... .. 2.3545 .0709 1.8728 .0893
3. 3 pet glyceryl anilnobenzoate, 3 pet amyl.p-dimethylaminobenzoate 2.0227 .0696 1.7818 .1084
4. 3 pet glyceryl aminobenzoate, 3 pet amyl p-dimethylaminobenzoate 2.2045 .0710 1.8000 .1509
5.5 pet aminobenzoate ................................................. 3.0727 .0838 2.4955 .0862

The two combination formulations
listed above differed only in a single
base Ingredient. Both of these formu-
lations and the preparation containing
glyceryl aminobenzoate of the formu-
lations tested were found to provide
the maximum absorption in the criti-
cal erythema range (290 to 320 nm)
and maximum resistance to water
wash-off if one excludes a similar for-
mulation which also contained 2.5 per-
cent 2-hydroxy-4-methoxy-benzophen-
one and which provided the lowest
mean values at both the 24- and 72-
hour evaluation periods. The latter
formulation, however, produced sensi-
tivity reactions traced and attributed
to the benzophenone component in
followup human irritation studies (ref.
15).

Based on the 'extensive data, the
Panel concludes that glyceryl amino-
benzoate is an effective sunscreen in-
gredient for OTC use.

(3) Dosage. (i) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 2 to 3 percent gly-
ceryl aminobenzoate: Adult and chil-
dren over 2 years of age topical dosage
is liberal application before sunexpo-
sure and reapply after swimming or
after excessive sweating. There is no
recommended dosage for children
under 2 years of age except under the
advice and supervision of a physician.

(ii) For products providing a mini-
mum SPF value of 4 containing 2 to 3
percent glyceryl aminobenzoate: Adult
and children over 6 months of age
topical dosage is liberal application
before sun exposure and reapply after
swimming or after excessive sweating.
There is no recommended dosage for
children under 6 months of age except
under the advice and supervision of a
physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.1. below-category I labeling.)
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k. Homosalate. The Panel concludes
that homosalate is safe and effective

for OTC use as a sunscreen as speci-
fied in the dosage section discussed
below.

Homosalate Is also known as 3,3,5-
trimethyleyclohexyl salleylate, and
was formerly called homomenthyl sa-
licylate.

Homosalate Is an oily, colorless-to.
faint-yellow liquid which does not pre-
cipitate when cooled at 15* C for 12
hours (ref. 1).

(1) Safety. Clinical use and market-
ing experience have confirmed that
homosalate Is safe In the dosage range
used as an OTC sunscreen.

Animal and human toxicological
data attest to its safety for human
topical use.

The acute oral LD.o In rats for ho-
mosalate has been determined to be
greater than 8.0 nil/kg of body weight
(ref. 2). The acute oral LD o In rats for
a sunscreen lotion containing 8 per-
cent homosalate was found to be
greater than 10,000 il/kg of body
weight (ref. 3). Two rabbit eye Irrita-
tion studies of a sunscreen lotion and
oil containing 8 and 9 percent homosa-
late, respectively, demonstrated no
deleterious effects when 0.1 ml of the
undiluted test material was Instilled
into the conjunctival sac of the right
eye of nine albino rabbits, with the
left eye serving as a control (ref. 4).

Homosalate was applied full.
strength to the arms, abdomens, and
faces of five subjects without any re-
ported untoward effects. An ointment
containing unspecified amounts of the
sunscreens homosalate and ethyl
aminobenzoate was applied to 22 sub-
jects without any reported cases of
sensitivity (ref. 5).

In 1964, the military approved, on
the basis of toxicolgical consider-
ations, a maximum of 8 percent homo.
salate for sunburn preventative prep-
arations in a cream paste formulation
(ref. 6).

Patch tests of 25 human subjects (9
males and 16 females) treated with a 6
percent homosalate sunscreen oil for
48 hours demonstrated that the test
material was not a primary irritant, as
no reactions were noted at 30 and 60
minutes and at 24 hours following re-
moval of the patches from the Inner
aspect of each subject's upper left arm
(ref. 4). Thereafter, these 25 subJects
applied the preparation to hn area ap-
proximately 1 Inch in diameter on the
skin of the dorsal surface or outer
aspect of the left forearm daily for 3
-weeks, with subsequent exposure to
sunlight. Weekly evaluations of the
application site for each patient re-
vealed no evidence of reaction. Follow-
ng a 2-week rest period after cessation
of use, challenge patches saturated
with the test material were applied to
the upper left arm of each patient,
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After 48 hours of skin contact the
challenge patches were removed.
Readings recorded at 30 and 60 min-
utes and at 24 hours afterwards
showed no evidenceof reaction. It was
concluded that the test material was
not a primary irritant or skin sensitiz-
er (ref. 7).

Two Shelanski. Repeated Insult
Patch Tests were performed on each
of 50 human volunteers. In one test
each subject received 15 applications
of a sunscreen lotion containing 8 per-
cent homosalate, while in the other
test each subject received 15 applica-
tions of an aerosol spray preparation
cbntaining 4 percent homosalate. In
both tests no reactions were observed,
and it was concluded that the test ma-
terials were not a primary irritant,
sensitizing agent, or a fatiguing agent
and may be considered safe for contact
with human skin (ref. 8).

The safety of a sunscreen lotion con-
taining 8 percent homosalate was eval-
uated by the Draize patch test method
in a study involving 200 male and
female subjects. A patch containing
the test material was applied to the
skin of the arm or back of each sub-
ject. After 24 hours of contact the
patch was removed, and any reactions
were graded and recorded. Following a
24-hour rest period a second patch ap-
plication was made. This procedure
was repeated until each subject experi-
enced 10 exposures. A challenge dose
was applied thereafter following a 14-
day rest period. Among the°200 sub-
jects one isolated reaction occurred in
one subject at the ninth primary ap-
plication. This reaction consisted of a
well-defined erythema, but did not
recur. It was concluded (ref. 9) that
the product was not a primary irri-
tant, a fatiguing agent, or a sensitizing
agent.

The safety of a sunscreen cream con-
taining 4 percent homosalate was eval-
uated by the Draize-patch test method
in 200 male and female subjects. Six of
the 200 subjects experienced slight to
moderate erythema on 1 to 3 occasions
between the third and ninth primary
applications. It was concluded (ref. 10)
that the product possessed a mild fati-
guing action, but was neither a prima-
ry irritant nor a sensitizing agent.

The safety of a sunscreen oil con-
taining 9 percent homosalate was eval-
uated by the Draize patch test method
in 200 male and female subjects. Two
of the 200 subjects experienced slight
to moderate erythema on two occa-
sions between the fourth and tenth
primary applications. It was (ref. 11)
concluded that the product possesses a
mild fatiguing effect, but is neither a
primary irritant nor a sensitizing
agent.

Salicylate excretion tests were per-
formed in six subjects to determine
whether homosalate as contained in a
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sunscreen lotion Is absorbed through
the unbroken skin. Five g of the test
material (8 percent homosalate) were
applied by inunction to each arm, in-
cluding fingers and forearm to elbow.
and rubbed in for a period of 5 min-
utes. Urinary salicylate excreted by
each patient during the following 24
hours ranged from 4.3 to 17.7 mg. The
testing laboratory reported, however
that experience has shown the "values
of less than 20 milligrams salicylate In
24 hours can be obtained with control
urines in subjects who are in no
manner exposed to salicylate" (ref. 1).
It was concluded that the product Is
not absorbed through the unbroken
skin (ref. 12).

Marketing experience for seven mar-
keted sunscreen products containing
between 4 and 9 percent homosalate
indicated the ratio of mingr untoward
effect complaints to the number of
units distributed between 1963 and
1972 ranged from 1:294,814 to
4:919,892. No complaints of serious un-
toward effects were reported, that is,
complaints alleging serious illness or
injury, prolonged illness or injury, or
hospitalization. Of the 316 total com-
plaints of minor untoward effects
three had been confirmed: that is. the
complaint had been verified by appro-
priate. medical procedures (ref. 13).

Based upon the available data, the
Panel concludes that homosalate Is
safe for use as an OTC sunscreen.

(2) Effectiveness. There are studies
documenting the effectiveness of ho-
mosalate as a sunscreen.

Absorbance occurs from 295 to 315
un, with a maximum at 306 nm (ref.
14). Depending upon the vehicle, 4 to
15 percent homosalate is effective. An
8 percent (W/V) lotion acts as a per-
mits-suntanning sunscreen agent.
while a 15 percent lotion will prevent
suntanning and acts as a prevents-sun-
burn sunscreen agent. Homosalate can
be formulated as an aerosol spray, oil,
emulsified cream, ointment, and foam.

Homosalate demonstrates very high
absorption at 297 rim, the maximum of
the erythema action spectrum. The
extinction coefficient as determined
by the Lambert-Beer Law at 297 nm
includes the density readying from the
Beckman spectrophotometer, the con-
centration, and the thickness of the
absorbing medium as variables, and
was found by Geise to be 6,720 at a
concentration of 2.5x10- 4 mol/liter,
whereas that for amlnobenzoate was
21.750 at a concentration of 2x10- 4

mol/liter (ref. 15).
A sunburn curve was determined and

plotted by Kumler and Daniels by
multiplying the ordinates of the
erythema curve by those of the sun-
light distribution curve. Such a curve
shows giaphically the wavelengths
which should be screened out to pre-
vent sunburn. The peak of this sun-
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burn curve is at 308 nm. The greater
the ,xtinction coefficient at this wave-
length the greater will bi the effec-
tiveness of the compound as a sunburn
preventive. Aminobenzoate was found
to have approximately four times the
screening power of homosalate (ref.
16).

Sunburn and suntan curves were es-
tablished and plotted by Vicklund by
multiplying the intensity of radiation
of each wavelength by Its effectiveness
In producing sunburn and suntan,
with the height of the curve at any
wavelength indicating the ability of
such radiation to cause erythema or
tan. The development of a deep,
bronze, long-lasting tan requires the
formation of melanin pigmentation
stimulated by the erythema-producing
rays of the energy range 290 to 320 nm
and the thickening of the stratum cor-
neum of the skin effected by the
crythema-producing shorter wave-
lengths. Longer wavelengths only
darken the preformed melanin, and
the thickening of the stratum cor-
neum provides natural protection
from sunburn, not tanning. A compari-
son of the UV sunscreen curve of ho-
mosalate with the sunburn and suntan
curves indicates that homosalate pro-
tects against, but does not provide
total absorption of, the erythema-pro-
ducing rays of the UV spectrum (ref.
17). -

Kreps found that a 2 percent gly-
ceryl aminobenzoate lotion and an 8
percent homosalate lotion transmit 7.0
and 7.5 percent incident E-viton units
(unit of erythema flux), respectively.
which in both cases will prevent a
minimum perceptible erythema
(MPE). Exposing skin patches to a
standarized UV lamli for 3.5 minutes
each hour over a 4-hour period (a, total
of 14 minutes of radiation which is
equivalent to 4 hours of midday mid-
summer sunlight) produced a vivid
erythema without any sensitivity in
the case of the skin patch treated with
the 2 percent glyceryl aminobenzoate
lotion, whereas an extremely painful
sunburn resulted in the skin patch
treated with the 8 percent homosaate
lotion. Kreps concluded that the 2 per-
cent glyceryl aminobenzoate lotion
was the more effective of the two, as it
did not disappear by absorption into
the skin as rapidly as did the 8 percent
homosalate lotion. He further con-
cluded that when the rate of percutan-
eous absorption of the sunscreen com-
pound is marked, the concentration re-
quired to provide a desired degree of
protection Is greater than that indicat-
ed by in vitro spectrophotometric mea-
surements (ref. 18).

Yankell at aL evaluated a 7.7 percent
homosalate lotion for sunscreen effica-
cy using a xenon solar simulator and
applying 1 ml of the test material over
a 2 X 7 cm area on four sites of male
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albino guinea pigs (ref. 19). Reactions
were read 18 hours after Irradiating
these sites at multiples of the previ-
ously determined -minimum erythema
dose (ED). For the unwashed test
sites, the percent protection from
erythema was calculated to be 100 per-
cent at 1 MED, 100 percent at 2 vIED's
and 38 percent at 3 MED's. For the
test sites which were washed to simu-
late swimming and sweating condi-
tions, the percent protection from
erythema at 1 MED was 38 percent,
with no protection at 2 and 3 MED's.

Willis and Kligman reported that
the protective index offered by homo-
salate was reduced from 4.75 to 1.75 at
4 hours postsweating. They further
determined that the penetration of
homosalate is limited to the loose,
noncoherent upper zone of the stra-
tum corneum, based on their observa-
tion that the sun-screening effects of
homosalate were almost completely
eliminated after 4 strippings with cel-
lophane tape.

Human studies reported by Giese
and Wells indicated that "Of some 100
formulations tried, a bentonite clay
ointment, a stearate mixture base
ointment, a vanishing cream, and an
ethocel lotion, nearly all containing
homomenthyl salicylate and in some
cases also ethyl p-aminobenzoate as
sunscreens and titanium dioxide as the
pigment proved most satisfactory. The
value of the ointments in sunburn pro-
tection was tested by comparing the
ratio of the dosage required in the
control patch of skin. Sweating and
washing with water decrease the pro-
tective value of the ointments but not
as much as in the case of commercial
ointments tried" (ref. 20).

Controlled human studies of market-
ed homosalate preparations demon-
strated the significance of the way in
which a homosalate preparation Is for-
mulated on sunburn protection. Oil
formulations produced the thinnest
films on the skin and accumulated the
least after repeated applications under
normal use application. Oil formula-
tions provided approximately one-half
the protection of cream formulations
of the same concentration. Oil-less 1o-
tions and creams were found to pro-
duce thicker films and to accumulate
to a greater extent, thereby producing
a reduction in tanning but facilitating
the adjustment of the formulation to
a wide range of skin sensitivities. A
cream formulation containing 4 per-
cent homosalate provided greater sun-
burn protection than did a lotion for-
mulation containing 8 percent homo-
salate based upon protective factor de-
terminations, that is, the ratio of MED
of protected- skin to that of unprotect-
ed skin (ref. 21).

Based on the available data, the
Panel concludes that homosalate is an
effective sunscreen for OTC use. It
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recommends that homosalate be used
as an internal control standard for in
vivo efficacy testing in man.

(3) Dosage. (I) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 4 to 15 percent ho-
mosalate: Adult and children over 2
years of age topical dosage is liberal
application before sun exposure and
reapply after swimming or after exces-
sive sweating. There is no recommend-
ed dosage for children under 2 years of
age except under the advice and super-
vision of a physician.

(ii) For products providing a mini-
mum SPF value of 4 containing 4 to 15
percent homosalate: Adult and chil-
dren over 6 months af age topical
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a.physi-
clan.

(4) Labeling. The Panel recommends
the Category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.1. below-Category I Label-
ing.)
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1. Lawsone with dihydroxyacctone.
The Panel concludes that lawsone In
conjunction with dihydroxyacetone Is
safe and effective for OTC use as a
sun screen as specified in the dosage
section discussed below.

Lawsone is also known as 2-hydroxy-
1,4-naphthoquinone. Lawsone is the
prr )cipal dye component of henna,
which has been used since antiquity to
dye skin and hair (ref. 1). Lawsone has
a low vitamin K activity by means of
its chemical relationship to 2-methyl-
1,4-naphthoquinone (menadione) (ref.
2).

Dihydroxyacetone '(DHA) is also
known as 1,3-dihydroxy-2-propanone.
DHA Is also a dye used as a skin
browning agent. DHA is discussed ear-
lier in this document. (See part Il.
paragraph I. above-Sunscreen Prod-
ucts Containing Dihydroxyacetone.)

DHA is produced from glycerol by
Aerobacter sp. under aerobic condi-
tions. It is a fairly hygroscopic, crys-
tallihe powder and has a characteristic
odor and a sweet and cooling taste, It
normally occurs as a dimer, In which
form It is slowly soluble in 1 part
water and 15 parts alcohol. When
freshly prepared, DHA reverts rapidly
to a monomer In solution, in which
form It is very soluble In water, alco-
hol, ether, and acetone (ref. 3).

The Panel received one submission
for a marketed product composed of
two lotions which are packaged to-
gether and labeled to be applied sepa-
rately and in sequence. The first lotion
to be applied contains 3 percent DHA,
to be followed by application of a
second lotion containing 0.25 percent
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lawsone. The manufacturer claims
that the product is effective, when ap-
plied as directed, in preventing sun-
burn and photosensitivity reactions
caused by sunlight. The dual product
is claimed to have an action spectrum
that spans both short-UV (290 to 320
rnm) and long-UV (320 to 400 n) wa-
velengths.

The manufacturer claims "the prod-
uct is unique in that it gains its effec-
tiveness not from forming a film on
the surface of the skin, but rather
from its active ingredients fixed to the
keratin layer to form a permanent,
non-washable barrier. How this occurs
is not fully understood. It is postulat-
ed that dihydroxyacetone (DHA)
reacts -with certain amino acids of ker-
atin and frees moieties for further re-
action with lawsone. One theory is
that DHA splits the disulfide bonds
and lawsone then reacts with the free
sulfhydryl groups by 1,4 addition."

The Panel has evaluated the submit-
ted data and concludes that when the
two ingredients are used separately
and sequentially, the combination is-
classified as Category I. Each ingredi-
ent when used alone cannot be classi-
fied as a Category I sunscreen. ThIe
submitted data indicate that the two
solution product provides sunscreen
protection which varies considerably
among individuals, depending on such
factors as susceptibility of the skin to
fixing of the active ingredients, thick-
ness of the keratin layer where the
sunscreen resides, number of daily ap-
plications, degree. of the individual
photosensitivity, and amount of UV
radiation received.
-- (1) Safety. The Panel concluded on
the basis of toxicity studies that law-
sone in conjunction with DHA is safe
in the dosage range used as an OTC
sunscreen.

Data were submitted for subacute
dermal toxicity and Irritation studies
in which 20 healthy young adult
albino rabbits were divided into 5
groups of 4 rabbits per group, includ-
ing a control group (lotion base). Four
concentrations (0.29, 0.58, 1.16, and
2.32 mi/kg) of a lotion containing
0.125 percent lawsone and 3.0 percent
DHA were applied to the shaved ab-
dominal skin aiea for 6-hour periods, 5
days a week for 13 weeks for a total of
65 applications. The application of
0.29 ml/kg of the lotion was consid-
ered to be equal to the normal human
single dose. The shaved area in a male
and female rabbit of each group was
abraded initially and at the beginning
of each subsequent week by using a
hyperdermic needle to make a series
of parallel minor epidermal incisions.
The test materials were held in place
by an occlusive bandage with an initial
layer of plastic film. Twice daily each
animal was examined for, signs of
dermal of systemic toxicity. Each

rabbit was weighed weekly. Hematolo-
gy, urinalysis, and blood chemistries
were performed prior to the Initial ap-
plication of the test materials and just
prior to the sacrificing of the animals
at the end of 13 weeks. Hematology
was also performed at 7 weeks. Follow-
ing sacrifice, gross necropsies and his-
topathology of all organ systems were
performed. The Investlgators conclud-
ed from the data that "No significant
differences were noted among the
groups with respect to body weight
gains, gross appearance and behavior.
mortalities, hematological findings,
blood chemistry findings, urine find-
ings or gross or microscopic pathologi-
cal findings. The control animals
showed mild to marked spotty eryth-
ema and mild to moderate desquama-
tion during the study. The animals in
the remaining groups showed occa-
sional mild desquamation only" (ref.
4).

Hanke and Talaat (ref. 1) reported a
study in which 3 g ground whole
henna leaf equlvalent to 30 mg of law-
sone were orally administered daily to
90 patients with Intestinal amoeblasi
for periods of from 4 to 6 or 8 weeks.
Seven patients, who relapsed during
the 6-week followup period, were given
a second course of treatment. One pa-
tient experienced severe diarrhea, and
treatment was discontinued after 3
days. Transient diarrhea was experi-
enced by five other patients whose
treatment was continued full course.
These were the only observed side ef-
fects.

Fusaro, Runge, and Johnson report-
ed their experiences with 77 patients
with various forms of recalcitrant sun-
light sensitivity, who received topical
applications of mixtures of 0.13 per-
cent lawsone and 3.0 percent DHA in
vanishing cream and 50 percent Iso-
propyl alcohol/distilled water vehicles.
They reported that "During these
clinical trials, not a single incident of
cutaneous sensitization was observed"
(ref. 5).

The Panel reviewed several other
published studies by Fusaro et al, rep-
resenting 10 years experience in the
use of dihydroxyacetone/lawsone
preparations In more than 350 pa-
tients with various types of photosen-
sitivitles. No adverse reactions at~rlb
utable to these two active componbnts
were reported (refs. 6 through 13).

The primary Irritant and sensitiza-
tion effects of a 0.125 percent Iawsone
lotion, the lotion base, a 3.0 percent
DHA lotion, the lotion base, and a
0.125 percent lawsone and 3.0 percent
DHEA lotion were evaluated In a con-
trolled study using an adaptation of
the repeated-insult patch test proce-
dure of Dralze (ref. 14). Webril patch-
es affixed to the center of elastic ad-
hesive bandages were moistened with
0.5 ml of the respective test material

just prior to the application to the
arms of each of 103 male and female
subjects. The patches were applied on
Mondays, Wednesdays, and Fridays
for 3 consecutive weeks. Duplicate
challenge applications of each test ma-
terial were made after a 2-week rest
period. with one set of patches being
placed on the original test sites and
the other set being placed on adjacent
sites. The patch sites were scored on
the second through tenth visits and at
48 and 96 hours following the chal-
lenge applications. Very slight irrita-
tion was observed following repeated
applications of the 0.125 percent law-
sone lotion and its lotion base. The
0.125 percent lawsone and 3.0.percent
DHCA lotion was found to be essential-
ly nonirritating. None of the above-
noted test materials showed evidence
of sensitization.

A total of 9 patients received com-
plete blood counts, SMA-12 profiles.
and urinalyses at baseline and after 3
to 0 months of continuous administra-
tion of a sunscreen preparation in a
lotion formulation containing 0.25 per-
cent lawsone and 3.0 percent DHA. All
of the above values remained in the
normal range throughout the studies.
One patient experienced what ap-
peared to be acne vulgaris, which coin-
cided with the initiation of oral con-
traceptive therapy. Anothe patient
experienced transient irritation of the
cheek during the initial 2 weeks, but
responded to topical steroid therapy
and continued in the study (refs. 14
and 15).

A total of 56 photosensitive patients
were treated with a sunscreen prepara-
tion in a lotion formulation containing
0.25 percent lawsone and 3.0 percent
DHA. Adverse reactions consisted of
one case of an aggravation of a previ-
ous dermatitis condition and a case of
a burning sensation on aiplication
which was tolerated upon continued
use (refs. 14, 15, and 16).

Based on the available data, the
panel concludes that lawsone v'ith
DHA are safe sunscreen ingredients
for OTC use.

(2) Effectireness. There are con-
trolled studies documenting the effec-
tiveness of lawsone in conjunction
with DHA as an OTC sinscreen.

The use of lawsone in conjuction
with DA as a topical sunscreen is re-
ported to be effective against both
short-UV (290 to 320 im) and long-UV
(320 to 400 nm) wavelengths, to alter
the keratin layer and strengthen its
inherent light-screening characteris-
tics. to be pezmanently affixed to the
skin thereby resisting bathing, sweat-
Ing and swimming, and to be especially
recommended for light-sensitive indi-
viduals (ref. 17).

Fusaro et al. evaluated the protec-
tive effects of 50 percent isopropanol
solutions of 3.0 percent DHA in combi-
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nation with 0.035 and 0.13 percent law-
sone on normal skin using natural sun-
light under controlled conditions (ref.
6). The DHA and lawsone solutions
were not mixed until shortly before
application. Six consecutive applica-
tions of the test materials were made
at 1-hour intervals and then were al-
lowed to remain on the skin from 10 to
12 hours prior to washing the test sites
with soap and water. Sunlight expo-
sure was started 2 hours afterwards.
F~rom 2/2 to 3 MED's protection was
provided the 18 subjects treated with
the combination of the 3.0 percent
DHA and 0.035 percent lawsone prep-
arations. The four subjects treated
with the mixture of the 3.0 percent
DHA and 0.13 percent lawsone prep-
arations received greater than 5 IED
protection, as did the subject who in-
creased the number of applications of
the 0.035 percent lawsone preparation.
Results obtained for five subjects indi-
cated that neither the 3.0 percent
DHA solution nor the 0.13 percent
lawsone solution provided significant
protection when applied alone as com-
pared with the application of the mix-
ture of these two solutions. The pro-
tective barrier provided by the applica-
tion of DHA and lawsone solutions is
resistant to washing with soap and
water on the basis of the above-de-
scribed results.

Fusaro et at. evaluated 77 patients
with various forms of recalcitrant sun-
light sensitivity, who received topical
applications 6f mixtures of 0.13 per-
cent lawsone and 3.0 percent DHA in
vanishing cream and isopropyl alco-
hol/water vehicles. The degree of pro-
tection received by each patient was
determined by the change in the pa-
tient's tolerance to sunlight exposure
during use of the test materials. The
median tolerance time prior to the ap-
plication of the test materials was less
than 1 hour, which was increased to 3
hours following use of the sunscreen.
Of the 77 subjects, 51 (66 percent) ob-
tained 3 or more hours of protection, 8
(10 percent) received less than 1 hour
of protection, and 9 (12 percent) failed
to obtain any benefit. Fusaro et al. re-
ported that because DRA and lawsone
will react and deteriorate when mixed
together, the active ingredients should
be given in separate vehicles, with the
DHA preparation being applied first
(ref. 5).

Fusaro and Runge reported 9 years
experience with a total of 267 mental
patients with photosensitivity caused
by chlorpromazine therapy, who re-
ceived topical applications of: equal
amounts of 6.0 percent DHA and 0.25
percent lawsone both in 50 percent iso-
propyl alcohol/distilled water vehicles
which were not mixed until just prior
to application. Approximately 10-per-
cent of the patients received the sun-
screen for more than one season. The

sunscreen mixture was applied by
spraying five times daily for 3 days
prior to the first exposure and once or
twice daily thereafter, depending on
the individual patient's degree of pho-
tosensitivity. It was reported that 84
percent of the patients experienced
good (unlimited protection) or fair
(mild erythema after several hours ex-
posure to sunlight) results. Among the
explanations offered for treatment
failures were improper application of
the sunscreen by the staff and uncoo-
perative patients who refused to be
sprayed regularly and/or washed the
treated area imnediately following
spraying (ref. 12).

Fusaro and Runge reported studies
involving seven patients with erythro-
poietic protoporphyria wherein 3.0
percent DRA and 0.13 percent lawsone
preparations in both a vanishing
cream base and a 50 percent isopropyl
alcohol/distilled water solution were
applied after the patients' cutaneous
eruption had cleared by means of topi-
cal steroid therapy and avoidance of
sufficient light exposure to cause
symptoms. The topical preparations
were applied six to eight times daily
for the first 2 days and tlereafter
three times daily for the next 5 days.
At the end of the first week each pa-
tient was allowed to be exposed to sun-
light for a period of time which was
equivalent to the time based upon past
experience when there would be an
outbreak of cutaneous symptoms or
eruption. Following the first exposure, -
each patient, depending on his/her
degree of light sensitivity would apply
the preparations one to four times
daily. Only two patients applied the
preparation in the alcohol/water vehi-
cle, and upon receiving virtually no
protection they were restarted on the
preparation in the cream base. Fusaro
and Runge reported that after protec-
tion with the above-described prepara-
tion in the cream base, all seven pa-
tients "were able to change their daily
lives from one of predominantly 'in-
doors' to that of 'outdoors"' and that
the five children among the patients
were able for the first time to go swim-
ming and participate in outdoor
sports. For the seven patients the time
necessary to produce symptoms or le-
sions from sunlight exposure was from
less than 10 minutes to 2 hours at ba-
seline and ranged from more than 3
hours to more than 8 hours after re-
ceiving protection from the DHA prep-
aration in the vanishing cream base.
Fusaro and Runge pointed out, howev-
er, that the total amount of electro-
magnetic radiation available in Minne-
apolis, where the study was conducted,
is much less than in other areas of the
country and that the-Minnesota area
has fewer sunny days than elsewhere
(ref. 18).

Three fair-skinned female volun-
teers participated in a controlled study
wherein application schedules for 3.0
percent DHA and 0.125 percent law-
sone creams and 6.0 percent DHA and
0.25 percent lawsone lotions were com-
pared. Five test sites, including ono
control, were marked on the midthigh
area of each leg, and the light source
was a xenon-mercury lamp equipped
with a filter which excluded all radi-
ation below 260 nm and whose output
between 280 and 320 nm was about 6.5
percent of the total energy. The MED
was determined for each subject. One
of the two preparations tested consist-
ed of equal amounts of 6 percent DHA
and 0.25 percent lawsone mixed just
prior to application. The other consist-
ed of two single preparations in which
a 3.0 percent DRA cream was applied
15 minutes before the application of a
0.125 percent lawsone cream. One of
the two application schedules tested
involved making three applications of
both preparations at 30-minute Inter-
vals on days 1 and 2, while the other
consisted of three applications of both
preparations at 30 minute Intervals on
day 2 only. On day 3, the treated and
control sites on one leg of each patient
were exposed to 3 MED's radiation,
while the test sites on the other leg
were exposed to 6 MED's. On days 4
and 5, the test sites were scored on a 0
(no perceptible erythema) to 4
(marked erythema and blisters) scale.
Minimal protection was afforded by
three or six applications of DHA and
lawsone when applied as freshly pre-
pared mixtures, as the scores mostly
fell into the 2 (moderate erythema) to
4 (marked erythema and blisters)
range. Scores ranged generally be-
tween 0 (no perceptible erythema) and
2 (moderate erythema) when the DRA
cream was applied 15 minutes prior to
the lawsone cream, with the applica-
tion shedule involving three applica.
tions on both days 1 and 2 providing
significantly more protection than
that in which the applications were
only made 24 hours prior to exposure,
The control sites generally showed
marked erythema with and without
blisters (ref. 19).

Fusaro treated 16 patients with
severe photosensitivities of varied eti.
ologies. The test preparations consist-
ed of a 3.0 percent DHA lotion and a
0.25. percent lawsone lotion applied
during spring, summer, and fall prior
to exposure to potentially damaging
light. Each application was made In
the evening prior to retiring with the
treated areas .being bathed in the
morning and throughout the day as
required. The DHA lotion was applied
15 minutes before the application of
the lawsone lotion. Initially, two or
three applications were made each
evening, with 15 minutes elapsing
from the time the lawsone lotion was
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applied prior to the- reapplication of
the DHA lotion. Either three applica-
tions each night for 2 nights or two
applications each night for 3 nights
were made. Thereafter, the protection
was maintained by making one or two
daily applications. The tolerance of
the subjects to sunlight prior to the
use of the test materials ranged from 5
minutes to 3 hours, with a median
time of 10 minutes. Following the
above applications, the median time
increased to 2 hours, with the toler-
ance ranging from 25 minutes to more
than 8 hours for these subjects consid-
ered to have benefited from the use of
the sunscreens. In the opinion of the
investigator, 13 or 8O percent of the 16
subjects exhibited excellent to good
response (ref. 16).

O'Quinn treated 14 patients of
whom 12 had .allergic contact photo-
dermatitis, and all but 2 were Blacks.
A 3.0 percent DHA lotion and a 0.25
percent lawsone lotion were applied in
the same manner as described above
except that two or three daily applica-
tions were in most cases made follow-
ing the initial exposure to sunlight to
maintain protection. O'Quinn reported
that excellent or good protection was
achieved in eight patients (57 percent),
fair protection in one, poor protection
in three, and no protection iW two.
Four of the eight patients with good
to excellent protection had previously
used various proprietary sunscreens,
including those containing aminoben-
zoate (PABA). The investigator experi-
enced difficulty clearing the dermati-
tis in several patients and was of the
opinion that increased protection
would have been obtained had the
treated areas been normal throughout
the study (Ref. 14).

Rice treated 26 photosensitive pa-
tients. A 3.0 percent DHA lotion and a
0.25 percent lawsone lotion were ap-
plied in the same manner as in the
preceding two studies, with one appli-
cation daily following the initial expo-
sure to light. In addition, a part of the
test area -was treated with 3.0 percent
DRA lotion in three cases, with 0.25
percent lawsone lotion in two cases,
and with the lotion vehicle in two
cases. At baseline, three patients toler-
ated from 1 to 2 hours. Rice reported
that all 26 patients achieved good to
excellent protection as 11 patients tol-
erated 6 to 8 hours of sunlight expo-
sure, 5 tolerated 4 to 6 hours and 10
tolerated 2 to 4 hours. Median toler-
ance time increased from less than 1
hour prior to treatment to about 5
hours during treatment before the pa-
tients experienced eruptions or burn-
ing. Before the-study 12 patients had
used commercial sunscreens contain-
ing aminobenzoate (PABA) without
obtaining adequate protection. Rice
also reported that those testsites were
considered unprotected which were

only treated with the single ingredient
lotions or the lotion vehlcle (Ref. 15).

Based on the available data, the
Panel concludes that lawsone with
DRA are effective sunscreen Ingredi-
ents for OTC use.

(3) Dosage. (W For products com-
posed of two separate formulations
(Solution 1: containing 3 percent dihy-
droxyacetone. Solution 2: containing
0.25 percent lawsone) providing a
minimum SPF value of 2 to under 4:
Adult and children over 2 years of age
topical dosage is liberal application
before sun exposure as follows: First
application. The evening prior to sun
exposure: Apply Solution 1. Walt 15
minutes; then apply Solution 2 to the
same areas of skin. Wait until dried.
Then repeat application of solutions
alternately as before until a total of
three applications of both lotions has
been applied. Leave on skin without
washing. Repeated application. After
first day, apply one application of
each lotion. Reapply after swimming
or after excessive sweating. There Is
no recommended dosage for children
under 2 years of age except under the
advice and supervision ot a physician.

(I) For products composed of two
separate ormaulatlons (Solution 1 con-
taining 3 percent dihydroxyacetone.
Solution 2: containing 0.25 percent
lawsone) providing a minimum SPF
value of 4: Adult and children over 6
months of age topical dosage is liberal
application before sun exposure as fol-
lows: First application. The evening
prior to sun exposure: Apply Solution
1. Walt 15 minutes; then apply Solu-
tion 2 to the same areas of sln, Walt
until dried. Then repeat application of
solutions alternately as before until a
total of three applications of both lo-
tions has been applied. Leave on skin
without washing. Repeated applica-
tion. After first day, apply one applica-
tion of each lotion. Reapply after
swimming or after excessive sweating.
There is no recommended dosage for
children under 6 months of age except
under the advice and supervision of a
physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part IIL para-
graph B.1- below--category I labeling.)
In addition, based upen the discussion
above, the Panel recommends the fol-
lowing warnings:. (i) "This s a two
lotion product. Do not mix the con-
tents of the two solutions. Use both so-
lutions, for use of one alone will not
provide protection."

(ii) "Use only on skin free of rash
and abrasions."

(il) "May stain clothing when fresh-
ly applied."
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m. Menthyl anthranflate The Panel'
concludes that menthyl anthranilate
is safe and effective for OTC use as a
sunscreen as specified in the dosage
section discussed below.

Menthyl anthranflate Is the menthyl
ester of anthranilic acid. It belongs to
the 'group of ortho-aminobenzoate
compounds which are much weaker
sensitizers than are the para-amino-
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benzoate compounds. Menthyl anth-
ranilate is insoluble in water, and is
soluble in 7 parts of 80 percent eth-
anol.

(1) S'afety. Clinical use and market-
ing experience have confirmed that
menthyl anthranilate is safe in the
dosage range used as an OTC sun-
screen.

Animal and human toxicological
data and wide use attest to its safety
for human topical application. The
oral LD.o is 8.39 g/kg in rats (ref. 1).

An in vivo percutaneous absorption
study was performed in which 50 ng
of a sunscreen cream containing 5 per-
cent menthyl anthranilate and 4 per-
cent ethylhexyl p-methoxycinnamate
was applied to the inner surface of
each arm of six healthy adult subjects.
It was reported that 98 percent of the
menthyl anthranilate was recovered
after 4 hours' contact with the skin
(ref. 2).

Sams reported a study in which a
1:100 alcoholic solution of a perfume
was streaked on the undersurface of
the right forearm of a subject and al-
lowed to dry. A 5 percent menthyl
anthranilate in alcohol solution was
then applied across this streak, and
the arm was exposed to the midday
sun for 1 hour on a bright day. It had
previously been demonstrated that the
perfume solution under such exposure
would provoke a sensitivity reaction
with erythema and mild vesiculation.
It was reported that the 5 percent
menthyl anthranilate solution ade-
quately blocked the erythema from
sun exposure (ref. 3).

The erythema response with equi-
molar (3×x10 - M) solutions of various
topical sunscreens was evaluated in 10
subjects and scored on a scale of 0 to 4
following exposure to UV radiation
from an artifical, light source. The
average value for the preparations was
tannic acid-0.25, aminobenzoate-
0.95, glyceryl aminobenzoate-1.7,
menthyl anthranilate-2.2, phenyl sa-
licylate-2.8,; and ethyl alcohol control
(common vehicle)-3.5 (ref. 4).

On the subject of the ortho-amino-
benzoates, Fisher reported that "The
'ortho' compounds are essentially the
anthranilates-methyl, phenyl,
menthyl and benzyl-which are much
less commonly sensitizers than are the
'para' compounds" (ref. 5).

Repeat-insult patch tests were per-
formed on 11 healthy Caucasian males
to study the relative irritancy of six
topical preparations among which
were a marketed sunscreen cream con-
taining 5 percent menthyl anthrani-
late and 5 percent titanium dioxide
and another sunscreen cream contain-
ing 5 percent menthyl anthranilate
and 4 percent ethylhexyl p-methgxy-
cinnamate. Each test material was ap-
plied to a 1-inch square nonwoven
cloth patch which was then placed in
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contact with the skin of the back of
each patient by means of an occlusive,
impermeable plastic tape. The patches
were replaced daily for 10 days or
until redness appeared, after which no
further applications were made at that
test site. In the case of the menthyl
anthranlate/titanium dioxide cream,
all but three subjects completed the
study, with the tests being concluded
on the fourth, seventh, and ninth days
for these subjects. As for the menthyl
anthranilate/ethylhexyl p-methoxy-
cinnamate cream, all subjects complet-
ed the study, except for one patient
who was terminated on the seventh
day when redness appeared at the test
sites for both of the above-named
creams. On the basis of a 0 to 4 scale,
the average index was 1.3 for the
former preparation and 0.4 for the
latter. The investigator concluded that
these preparations were virtually non-
irritating (ref. 6).

The incidence of complaints for a
sunscreen containing 5 percent
menthyl anthranilate and 5 percent ti-
tanium dioxide was reported to be
slightly less than one complaint per
100,000 units distributed. Approxi-
mately 13 percent of the complaints
involved reports of contact dermatitis
and possible photocontact dermatitis,
but in the latter case photopatch tests
were negative or photosensitivity from
systemic medication was suspected
(ref. 7).

Based on the available data, the
Panel concludes that menthyl anth-
ranilate is a safe sunscreen ingredient
for OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness of
menthyl anthranilate as an OTC sun-
screen.

Insoluble in water, but -soluble in
ethanol, menthyl anthranilate can be
incorporated into emulsion, oil, and
paste formulations. It is often used in
combinations with other sunscreens.
At higher concentrations it does offer
290 to 320 nm range absorption, with
peak UV absorption at approximately
340 nm (ref. 8).

Harber evaluated the protection
from light provided by five compounds
containing the benzoic acid nucleus
with various subsJtituted side chains.
Each ingredient was dissolved in 95
percent ethyl alcohol, as this solvent
was found to have no significant UV
absorption. Fifty volunteers (32 fe-
males and 18 males) with no skin le-
sions on" their backs were involved in
the study. In the first experiment, the
test materials were placed in cylindri-
cal quartz cups and were not in con-
tact with the skin. UV radiation was
provided by a D.C. Hanovia lamp at 30
inches for 60 seconds which approxi-
mated 11 times the empirical minimal
erythema dose. All test materials at a
3 X 10-2M concentration were effective

in preventing erythema, with no sig-
nificant differences among them being
discernible at 3 X 1041M and 3 X 10-W
concentrations. Tannic acid and amin.
obenzoate were decidedly superior to
the remaining compounds which In do-
creasing order were glyceryl amino-
benzoate, menthyl anthranilate, and
phenyl salicylate, In the second aspect
of the investigation, 2 drops or ap-
proximately 0.4 ml of 5 percent solu-
tions of each test material were placed
on the backs of the subjects. The
source of Irradiation was again the
D.C. Hanovia lamp at 30 Inches for 60
seconds. The investigator reported
that phenyl salicylate and menthyl
anthranilate provided protection only
minimally different from that of the
95 percent ethyl alcohol control;
whereas when compared to the con.
trol, both tannic acid and aminobon-
zoate provided excellent protection,
and glyceryl aminobenzoate protection
was rated as good. In the third part of
the experiment, approximately 0.4 ml
of each test material was applied to
the test sites on the subjects' backs,
which were then exposed to 2 hours of
midday natural sunlight. The investi-
gator reported that both tannic acid
and aminobenzoate were excellent in
preventing erythema. Glyceryl amino-
benzoate and phenyl salicylate had
fair sun-screening ability, and the pro-
tection provided by menthyl anthrani-
late was poor. Harber stated, however,
that "Under rigid statistical analysis,
no significant differences could be es-

- tablished in the sunscreening proper-
ties of phenyl salicylate, menthyl
anthranilate, or glyceryl para-amino.
benzoate. It is the author's belief that
further studies may demonstrate that,
menthyl anthranilate Is the poorest
erythema-protecting agent of all com-
pounds tested in this study" (ref. 9).

Seven Caucasian males were In-
volved in a study comparing the pro.
tection to graded dose of UV Irradia-
tion by a sunscreen containing 5 per-
cent menthyl anthrantlate and 4 per-
cent ethylhexyl p-methoxycinnamate
and a 5 percent menthyl anthranilate
cream. The radiation provided by a
hot quartz UV lamp at 30 inches for 15
seconds was calibrated to be equiva-
lent to 1 MED. The test materials
were applied to different sides of the
subjects' backs. Three patients who
had Ingested aspirin both before and
after as much as 10 MED's irradiation
showed no reaction on either side and
were retested at different sites on
their backs several days later because
of the suppressive effects of aspirin,
The final test results showed that the
menthyl anthranilate/ethylhexyl p.
methoxycinnamate cream provided
complete protection up to and includ-

.ing 14 MED's, whereas the 5 percent
menthyl anthranilate cream provided
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protection from erythema up to at
least 4 MED's in all cases (ref. 10). "

The protective ability of menthyl
anthranilate against long-wave ultra-
violet (UV-A) radiation constituting
the spectrum between 320 and 400 nm
was determined using 8 sensitized
albino guinea pigs. Seven hours prior
to exposure the abdominal skin was
shaved and depilatorized. One hour
prior to exposure the test animals
were sensitized to UV-A by intraperi-
toneal injections of 88 mg/kg of 8-
methoxypsoralen. The UV-A light
source was a Black-Ray UVL-56 which
was placed 3 inches from the ani-
mals. A 5 percent menthyl anthrani-
late in alcohol solution and a placebo
solution were applied to test sites on
the first animal, and the test sites
were irradiated at 5-minute incre-
ments from 5 to 20 minutes. A 5 per-
cent menthyl' anthranilate prepara-
tion in its cream base, but without its
other active sunscreen component (ti-
tanium dioxide), was applied to test
sites on the remaining seven animals
and exposed at 3-minute increments
from 3 to 15 minutes. The test sites
were read at 24 and 72 hours following
exposure and were scored on a scale
from 0 (no erythema) to 4+ (necrotic
erythema). In the case of the first test
animal, the readings after 20 minutes'
exposure at 24 and 72 hours were 2+
(medium erythema) at the menthyl
anthranilate-treated site and 3+
(maximum erythema) and 4+ (necro-
tic erythema) at the placebo-treated
and untreated sites, respectively. After
15 minutes exposure the readings for
the menthyl anthranilate-treated site
in the seven remaining animals were 0
(no. erythema) at 72 hours following
exposure, whereas five of these ani-
mals demonstrated slight erythema
(1+) at 24 hours following exposure.
For the placebo-treated test sites the
latter seven animals had 3+ (maxi-
mum erythema) readings at 24 hours
and 4± (necrotic erythema) readings
at'72 hours after exposure. The inves-
tigators concluded that "The unique-
ness of menthyl anthranilate as an UV
absorber has been demonstrated in
this study. Although menthyl anth-
ranilate showed some absorption in
the mid-UV region, as manifested by
reduced erythema compared with pla-
cebo and untreated sites, it absorbs
preferentially in the near UV as dem-
onstrated by its protective effect on
poralensensitized albino guinea pigs"
(ref. 11).

Based on the available data, the
Panel concludes that menthyl anth-
ranilate is an effective sunscreen in-
gredient for OTC use.

(3) Dosage (i) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 3.5 to 5 percent
menthyl anthranilate: Adult and chil-
dren oVer 2 years of age topical dosage
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is liberal application before sun expo-
sure and reapply after swimming or
after excessive sweating. There is no
recommended dosage for children
under 2 years of age except under the"
advice and supervision of a physician.

(ii) For products providing a mini-
mum SPF value of 4 containing 3.5 to
5 percent menthyl anthranilate: Adult
and children over 6 months of age
topical dosage is liberal application
before sun exposure and reapply after
swimming or after excessive sweating.
There is no recommended dosage for
children under 6 months of age except
under the advice and supervision of a
physician.

(4) Labeling. The Panel recommends
the Category I labeling for sunscreen
active ingredients. (See part M. para-
graph B.1. below--category I labeling.)
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n. Oxybenzone. The Panel concludes
that oxybenzone is safe and effective
for OTC use a sunscreen as specified
in the dosage section discussed below.

Oxybenzone is also known as 2-hy-
droxy-4-methoxybenzophenone and
benzophenone-3.

Its absorbance is between 270 and
350 nm, with the maximum absorb-
ance at 290 nrm. It is soluble in ethyl
and isopropyl alcohol and in mineral
oil and linseed oil, but It is virtually in-
soluble in water. Oxybenzone is Incor-
porated in emulsion, oil, and lipstick
formulations. It' is frequently used in
combination with other sunscreens.
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(1) Safety. Clinical use and market-
Ing experience have confirmed that
oxybenzone is safe in the dosage range
used as an OTC sunscreen.

Extensive animal and human toxico-
logical data and wide use attest to its
safety for human topical application.
The ID. Is over 12.8 gfkg in rats
treated orally and in excess of 1.6 g/kg
In mice treated Intraperitoneally (refs.
1, 2, and 3).

Pads. each 4 cm- and containing 0.5
g oxybenzone moistened in distilled
water were applied to shaved areas on
the backs and flanks of six New Zea-
land white rabbits. The .test sites in
one-half of the rabbits had been previ-
ously abraded with a skin scraper.
After 24 hours, the pads were re-
moved, and the test sites were rinsed
with water to remove residues of the
substance. Daily examinations were
made the next week for signs of sys-
temic poisoning and skin changes in
the test site areas. It was reported
that: both the intact and abraded sites
remained free of'irritation throughout
the 7-day observation period. The in-
vestigators Instilled 0.1 g oxybenzone
Into the conjunctival sac of the left
eye of each of three New Zealand
white rabbits, with the right eye serv-
Ing as a control. Daily examinations
during the following week *revealed
that the eyes remained completely
free of irritation (refs. 2 and 3).

The subchronic dermal toxicity of a
sunscreen containing 6 percent oxy-
benzone and 12 percent homosalate
was evaluated by applying 0.5 g or 2 g/
kg of the test material to the shaved
Intact or shaved abraded skin of albino
rabbits daily, five times weekly, for 3-
weeks (15 applications), with 2 g/kg of
0.6 percent methycellulose being ap-
plied to the controls. All test animals
remained healthy and vigorous
throughout the study. Hematology,
clinical biochemistry, necropsy re-
ports, histopathology, weight gain,
and food consumption of all test ani-
mals were within normal limits.
During the early stages the intact and
abraded skin of all test animals, in-
cluding the controls, exhibited mild
erythema, which appeared to be dose
related and disappeared early, thereby
suggesting some degree ot dermal har-
dening. From the second week, the ab-
raded skins of all test animals, includ-
Ing the controls, exhibited drying and
scaling of the skI but this condition
was considered to be of no major con-
sequence (ref. 4).

A sunscreen containing 6 percent ox-
ybenzone and 12 percent homosalate
was evaluated by instilling 0.1 ml of
the product into the conjunctival sac
of one eye of each of six New Zealand
white rabbits, with the the opposite
eye serving as a control. Following in-
stillation, no erythema or edema was
observed, and no subsequent irritation
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was detected. Detailed visual and
ophthalmoscopic examinations were
performed 24, 48, and 72 hours after
instillation and did not reveal any
positive overt ocular abnormalities
(ref. 5). In a similar study, 0.1 ml of
the above-named sunscreen product
was instilled into the left eye of each
of 12 albino rabbits, with the right eye
serving as the control. Six test animals
received no further treatment, while
the treated eyes of the remaining six
rabbits were irrigated with 20 ml of
lukewarm tap water approximately 4
seconds after instillation of the test
material. One hour after instillation
and once daily thereafter until any ob-
served eye irritation subsided com-
pletely, or for a maximum of 14 days,
the eyes were observed both for irrita-
tion and gross signs of systemic toxic-
ity from mucous membrane absorption
of the test material. The irritative ef-
fects in both the irrigated and nonirri-
gated eyes were limited to mild con-
junctivitis, which was observed at the
1-hour reading only: No evidence of
systemic toxicity resulting from
mucous membrane absorption was ob-
served, nor was corneal opacity or
iritis noted (ref. 6).

Photosensitization studies were con-
ducted in which the hair of the saddle
area of each of nine albino rabbits was
removed with electric clippers, and 0.4
ml of a sunscreen containing 6 percent
oxybenzone and 12 percent homosa-
late was applied to 2-inch square test
sites on six of the rabbits, with the re-
maining three rabbits being untreated
and serving as controls. These applica-
tions were made daily, five times
weekly, for 2 weeks (10 applications).
Following each application the control
and test animals wpre irradiated with
UV light for 15 minutes using a sun-
lamp at a distance of 12 to 14 inches.
Readings were made 24 hours after
each application and were graded on a
scale from 0 (no erythema) to 3
(erythema and trauma, or marked
edema or desquamationj. No signifi-
cant increases in the severity of the re-
action during the course of the study
were noted between the control and
test animals. Mild erythema and
edema were generally observed in all
test animals throughout the study.
Desquamation was noted after the
fifth application to the test animals
and after the eighth application in the
controls. It was reported that the reac-
tions were not considered manifesta-
tions of photosensitization, but repre-
sented a normal response to repeated
dermal insult (ref. 6).

One ml (approximately 0.5 g) of a
sunscreen lotion containing 6 percent
oxybenzone and 12 percent homosa-
late was applied to a 1 X 3 inch area
on the posterior forearm of each of 14
subjects. After 4 hours, the lotion was
removed. It was calculated -that an

average of 95.41 and 96.51 percent of
the homosalate and oxybenzone, re-
spectively, was recovered from the
skin. Within the technical limits of
the above-described percutaneous ab-
sorption study, essentially complete
recovery of the test material was indi-
cated by the data (ref. 7).

Patch tests of a sunscreen formula-
tion containing 3 percent oxybenzone,
3 percent padimate A, and 4 percent
padimate 0 on 100 female volunteers
showed no evidence of any inflamma-t
tory reaction at the test sites on the
upper back of the subjects immediate-
ly, 15 minutes, and 24 hours following
the removal of the 48-hour patch tests
(ref. 8). Further patch tests of the
above-described preparation on 203
female volunteers, who were subjected
to ten 48-hour repeated patch tests
and a challenge dose 14 days later,
confirmed that the preparation is not
a primary irritant and also demon-
strated that any "sensitizing potential,
if existent at all, is exceedingly low"
(ref. 9). The photosensitization poten-
tial of the above-described formulation
was evaluated by subjecting 25 female
volunteers to repeated-insult patch
tests with an UV light source. The
light source was used to determine the
MED for each subject. Comparison of
the light-protected control site and
the test site treated with the test ma-
terial and irradiated with the IVIED es-
tablished for the subject revealed no
change in skin character 24 and 48
hours later. It was concluded that the
photosensitization potential of the for-
mulation, if existent at all, is exceed-
ingly low (ref. 10).

In another study by Kantor, a prod-
uct containing 7 percent padimate 0
and 3 percent oxybenzone was tested
on 150 subjects according to a modi-
fied Draize-Shelanski repeated-insult
patch procedure. Several non-specific
irritation reactions were observed
under occlusive conditions, but none
showing signs of being a primary irri-
tant. The same test material was ap-
plied to the backs of 26 subjects for
photpatch testing. Ultraviolet light,
from a Hanovia Tanette Mark I lamp,
was directed on the subjects' backs for
a period of 1 minute, from a distance
of 12 inches. Results following 48
hours from initial testing showed no
adverse reactions observed in the 26
subjects tested (ref. 11).

Jordan evaluated a product contain-
ing 7 percent padimate 0 and 3 percent'
oxybenzone applied to the backs of
150 healthy adult patients. The test
material was evaluated according to a
modified Draize repeated-insult patch
test. The material tested was applied
to the scapular back under occlusive
patches three times a week for 10 ap-
plications. Two consecutive occlusive
challenge tests were applied to differ-
ent areas on the scapular back after a

2-week rest period from initial testing.
Results from observations taken Im-
mediately after removal of the patches
showed mild lrritational responses
from the challenge tests, but no aller-
gic response (ref, I).

Based on the available data, the
Panel concludes that oxybenzone Is a
safe sunscreen ingredient for OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness of oxy-
benzone as an OTC sunscreen.

By means of a solar simulator, tie
protective Indices (P.I.) of a lotion ve-
hicle, 3 percent oxybenzone In the
lotion vehicle, 3 percent padimate A In
the lotion vehicle, and 4 percent padi-
mate 0 in the lotion vehicle were de-
termined to be 1.31±0.3, 2.37±0,82,
6.03±1.03, and 7.06±1.25, respectively.
The tests were performed by applying
100 ml of the test material to a 5x 10
cm 2 area on each subject's back. The
number of subjects varied from 9 to 17
for each test material. Fifteen minutes
after application, each subject had
areas of 1 cm 2 exposed to UV light
from a solar simulator with a graded
series of exposures being administered
to both the test sites and adjacent un-
treated control sites. Twenty-four
hours later, the minimal delayed
erythemic responses were evaluated,
and the protective indices were then
calculated. The above-stated values re-
flect the mean protective index and
standard deviation for the respective
test material (ref. 12). In a similarly
conducted solar simulator test of a
preparation In which the atove-stated
three ingredients had been combined
in the lotion vehicle in the same con-
centrations as stated above, the mean
protective index was determined to be
20.4 :-5.8 based on the data for 18 sub-
jects (ref. 13).

Katz evaluated the relative effective-
ness of four' sunscreen preparations,
i.e., 3 percent oxybenzone and 3 per-
cent dioxybenzone in a cream base, 2.5
percent padimate A in 65 percent eth-
anol with emollients, 5 percent amino-
benzoate in 70 percent ethanol with
emollients, and 5 percent aminoben-
zoate in 70 percent ethanol (ref. 14),
Previously unexposed skin of the but-
tocks or cleanly shaven suprapublc
areas of nine male subjects was divid-
ed into six to eight equal 2- or 3-inch
square patches with adhesive tape.
The four sunscreens were liberally ap-
plied to randomized areas on one side
of each subject and allowed to dry for
15 minutes. After swimming In a fresh
water pool for 10 minutes, the previ-
ously untreated side of each subject
was thoroughly dried and the same
test materials were applied to random-
ized areas. The test sites were then ex-
posed to the maximum possible natu-
ral sunlight for 1 hour. Erythema was
evaluated by three independent ob-
servers 24 hours later and graded on a
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scale from 0 (no reaction) to 4 (bright
and fiery red). Except for the 2.5 per-
cent padimate A preparation, all sun-
screens were considered to have pro-
vided good protection from the erythe-
matogenic rays of the sun on the side
treated following swimming, as the
scores ranged from 0 (no reaction) to 2
(pink) for these three preparations.
However, none of the preparations was
considered to have provided consist-
ently satisfactory protection when ap-
plied to the test sites after swimming,
but slightly more protection was pro-
vided than when the preparations
were applied prior to swimming. In the
latter instance, it was thought that
the failure of the aminobenzoate prep-
arations to provide satisfactory protec-
tion when the subjects swam after ap-
plication may be due to the short in-
terval between application and swim-

*ming (i.e., 15 minutes) which lessened
the penetration of the aminobenzoate
molecules into the stratum corneum.

Based on the available data, the
Panel concludes that oxybenzone is an
effective sunscreen ingredient for
OTC use.

(3) Dosage (I) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 2. to 6 percent oxy-
benzone: Adult and children over 2
years of age topical dosage is liberal
application before sun exposure and
reapply after swimming or after exces-
sive sweating. There is no recommend-
ed dosage for children under 2 years of
age except under the advice and super-
vision of a physician.

(ii) For products providing a mini-
mum SPF value of 4 containing 2 to 6
percent oxybenzone: Adult and chil-
dren over 6 months of age topical
'dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.l. below--category I labeling.)
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o. Padimate A. The Panel concludes
that padimate A Is safe and effective
for OTC use as a sursscreen as speci-
fied in the dosage section discussed
below.

Padimate A Is also known as amyl p-
dimethylaminobenzoate, isoamyl p-
N,N-dimethylamlnobenzoate, and
pentyl 4-(dimethylamino) benzoate.

Padimate A is a yellow, mobile
liquid, with a faint aromatic odor. It
has a molecular weight of 277. It Is'
soluble in isopropyl alcohol, mineral
oil, and ethyl alcohol. It Is insoluble in
water, glycerin, and propylene glycol
(ref. 1).

(1) Safety. Clinical use and market-
ing experience have confirmed that
padimate A is safe in the dosage range
used as an OTC sunscreen.

Extensive animal and human toxico-
logical data attest to Its safety for
topical application to human skin.
Acute oral toxicity studies determined
that the Mwg of padimate A in mice
was 4.5 ml/kg, whereas it was 13.0 nil/
kg in rats, indicating that the Ingredi-
ent is approximately three times more
toxic in mice than in rats (ref. 2).

Primary skin irritation and eye irri-
tation tests conducted on sLx female
albino rabbits demonstrated that padi-
mate A produced no erythema or
edema 24 and 72 hours after the appli-
cation of 0.5 g (0.5 cc) on intact and
abraded skin and that very slight con-
junctival redness was observed 24, 48,
and 72 hours following the Instillation
of 0.1 ml padimate A Into the conjunc-
tival sac (ref. 2).

Similar animal (albino rabbit) stud-
ies of sunscreen formulations contain-
ing 3 and 5 percent padimate A dem-
onstrated that the preparations are
mild skin irritants (generally very
slight'erythema and edema) and are
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definitely eye Irritants (corneal opac-
ity, conjuntival redness, chemosis, and-
Iritis) probably due to the alcoholic
nature of the vehicle (ref. 2).

Draize eye irritation tests of a sun-
blocking lotion containing 3 percent
padimate A. 4 percent padimate 0 and
3 percent oxybenzone were performed
on nine New Zealand white rabbits by
Instilling 0.1 mi of the test material
into the conjunctival sac of one eye of
each rabbit, with the remaining eye
serving as a control. Three animals re-
ceived no further treatment. Three
animals had their eyes gently flushed
with 20 ml of lukewarm physiological
saline 2 seconds after treatment, and
the remaining 3 animals had their
eyes flushed in the above-described
manner 4 seconds after instillation.
Observations were made at 24. 48, and
72 hours later and at 4 and 7 days
later. Except for one test animal in
the untreated group, which experi-
enced a very mild erythematous re-
sponse in the palpebral conjunctiva
which cleared prior to the 72 hour ob-
servation, none of the test animals
showed any evidence of eye irritation.
The Investigator concluded that the
preparation was not an eye irritant
(ref. 3).

Willis and Kligman (ref. 4). reported
on their study of the records of several
hundred test subjects and their find-
ing that some subjects have com-
plained of burning and Itching of the
face during hot weather following ap-
plications of 2.5 and 5 percent padi-
mate A in alcohol solutions and that
this reaction has been reported by up
to 20 percent of the subjects using the
5 percent solution. No eye or skin irri-
tation has been observed by them in
patients using 5 percent aminoben-
zoate in alcohol solutions applied to
the face and trunk while fishing or
sunbathing.

Wilson et al. (ref. 5) reported that 3
percent of their patients have com-
plained of a stinging or burning sensa-
tion when a 5 percent padimate A
preparation was applied to the face.
especially around the eyes. It was indi-
cated, however, that this reaction was
not observed until the beginning of
hot summer weather. In some patients
the reaction was noticeable only when
the face perspired. Some patients ex-
perienced the reaction following each
application; others experienced a
stinging sensation initially which did
not recur upon continued use.

A primary Irritation test was per-
formed on 100 white female subjects
to determine the degree of irritation
to the intact skin of the upper back
from a sunscreen lotion containing 2.5
percent padimate A and 3.0 percent
dioxybenzone. One-half inch square
patches impregnated with the test ma-
terial were applied to the test sites and
held in place with plaster Following
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removal of the patches 48 hours later,
the test sites were observed immedi-
ately and after, 15 minutes and 24
hours. The erythema intensity was
scored on a scale from 0 (no erythema)
to 3+ (vesiculation with edema). It
was concluded by ther investigator that
the preparation was not a primary irri-
tant, as all readings showed no evi-
dence of erythema (ref. 6).

An irritation test of a sunblock
lotion containing 3 percent padimate
A, 3 percent oxybenzone, and 4 per-
cent padimate 0 was conducted on the
upper backs of 100 female subjects fol-
lowing the same procedures as de-
scribed for the previous study. Based
on data which showed no evidence of
any inflammatory reaction immediate-
ly, 15 minutes, and 24 hours following
the removal of the 48-hour patch
tests, the investigator concluded that
the test material was not a primary ir-
ritant (ref. 7).

Irritation tests have indicated-that
the irritation effect of padimate A is
apparently dose related. Various lo-
tions were applied to areas below the
eyes, and after 5 to 10 minutes, deter-
mination was made as to whether
there was any irritation or burhing.
Lotions containing 5 percent homosa-
late in combination with 0.5 or 1.2 per-
cent padimate A produced slight facial
Irritation in 2 of 57 and 1 of 51 sub-
jects, respectively. A lotion containing
5 percent padimate A when applied to
the faces of 31 subjects produced mod-
erate irritation in one case and slight
Irritation in 9 others, whereas an 8
percent homosalate lotion produced
slight facial irritation in 2 of 53 sub-
jects tested (ref. 8).

Repeated Insult patch tests of a gel
containing 3 percent padimate A were
performed on the upper arms of 55
adult human subjects (ref. 9). The test
material was applied to approximately
0.5 square Inch lintine discs, which
were then applied to the test sites and
held in place with occlusive patches.
Each 24-hour period the'patches were
removed, and the reactions were
graded on a scale from 0 (no ery-
thema) to 4+ (marked erythema,
edma, with vesicles and oozing). After
a 24-hour rest period, repeat applica-
tions of the test material were made.
This sequence was repeated 10 times,
after which there was a 2-week rest
period before a challenge dose was ap-
plied. Of the 55 subjects tested, three
patients exhibited slight erythema
(1+ reading) following the tenth ap-
plication. One of these subjects also
experienced slight erythema following
the seventh application. Otherwise, all
other readings for the repeat insult
and challenge dose applications
showed no evidence of erythema. It
was concluded by the investigator that
the test material was neither a pri-
mary Irritant nor a sensitizing agent

PROPOSED RULES

and that it can be predicated with 95
percent cbrtainty based on the number
of test subjects that at least 94 percent
or more of the general population will
not be sensitized by the test material.

Repeat insult patch tests of an oint-
ment containing 4 percent padimate A
in white petrolatum USP were per-
formed on the upper arms of 50
human volunteers (ref. 10). The repeat
insult and challenge dose applications
were made in the sequence described
above except that there were 15 repeat
insult applications and 48-hour rest
periods on weekends. None of the 50
subjects exhibited visible skin changes
at any time throughout the study. It
was concluded that the test material
did not demonstrate characteristics of
a primary irritant, fatiguing agent, or
sensitizer.

A report indicated that adverse reac-
tion complaints for millions of units of
padiriate A-containing sunscreens
used during the 1967-1972 period aver-
aged less than one complaint per
100,000 units sold (ref. 11).

Based on the available data, the
Panel concludes that padimate A is a
safe sunscreen ingredient for OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness of padi-
mate A as an OTC sunscreen.

Padimate A absorbance is between
290 and 315 rn, with the peak absor-
bance at 310 nm. Soluble in isopropyl
and ethyl alcohol, mineral oil, and
peanut oil, but insoluble In water.
glycerine, and propylene glycol, padi-
mate A is formulated in anhydrous
emulsion, hydroalcoholic solutions, oil,
and ointment preparations (ref. 12).

Yankell et al. (ref. 13) determined by
tape stripping, combined with spectro-
photometric analysis, the recovery of
various sunscreens from the stratum
corneum of Mexican hairless dogs.
The sunscreens tested consisted of 3
and 5 percent concentrations of padi-
mate A and aminobenzoate in 75 per-
cent ethanol and 75 percent isopro-
panol vehicles..The solutions were ap-
plied on 1.5 cm 2 sites on the animals'
flanks. One hour after application the
test sites were stripped 13 times by re-
peatedly applying.and removing 2 cm 2

cellulose tape squares. This procedure
was repeated on other test sites,
except that 1 hour after application
the test sites were swabbed with damp
absorbent cotton squares prior to
being tape stripped in the above-de-
scribed man- ner. The swabs were as-
sayed along with the tapes as part of
the determination of ingredient recov-
ery. In the case of the unwashed test
sites, 70 to 90 percent padimate A and
40 to 48 percent aminobenzoate were
recovered, whereas 24 to 32 percent
padimate A and 2 to 7 percent amino-
benzoate were recovered from the
tapes for the washed test sites. Recov-
ery from the ethanol and isopropanol

vehicles was comparable. Additional
test sites were treated with 3 percent
aminobenzoate in a hydroalcoholic ve-
hicle and commercial sunscreen
creams, I.e., 2.5 percent padimate A in
the same hydroalcoholic vehicle, 2,5
percent padimate A, 4.4 percent homo.
salate, and a 3 percent oxybenzone
and 3 percent dioxybenzone combina.
tion. One hour after application the
treated sites were rinsed for 1 minute
with a moderate stream of warm (37'
C) water to simulate exercise, swim-
ming, etc. and allowed to air dry
before being, tape stripped 13 times. In
the case of the two ingredients in hy-
droalcoholic vehicles, 30.8 percent pa-
dimate A and 2.9 percent aminoben
zoate were recovered. The remaining
data Indicated that 5.9 percent padi-
mate A in the other formulation, 13,1
percent of homosalate, and less than 1
percent oxybenzone and dioxybenzone
were recovered. The investigators re-
ported that the data demonstrated
that "sunscreens In alcoholic vehicles
provide more protection than many
available preparations in lotion or
cream vehicles."

Yankell et al. (ref. 14), using a solar
simulator to produce erythema, evalu-
ated eight sunscreens on male albino
guinea pigs both with and without
washing after application. The mini-
mum erythemal dose (MED) for the
shaved and depilated test areas was
determined to be 2 seconds of solar

nlmulator exposure time. One-tenth
ml (0.1 ml) of each test material was
applied over a 2 x 7 cm area on four
sites on each side of dorsal surfaces.
Two different test materials were
tested in at least four guinea pigs. The
unwashed sites 1 hour after applica.
tion of the test materials were exposed
to UV irradiation from the solar simu-
lator at 1, 2, and 3 MED levels. Con
trol areas were exposed to 1 MED irra.
diation. Other test sites 1 hour after
application of the test materials were
rinsed for 1 minute under a stream of
warm (35* C) water, dried with a soft
cloth, and then exposed to 1, 2, and 3
MED Irradiation with control areas re-
ceiving 1 ME irradiation. The test
materials consisted of a sunscreen con
taining 2.5 percent padimate A In t
water-repellent cream base with
opaque constituents (I), a sunscreen
containing 2 percent padimate A in 75
percent ethyl alcohol (II), a sunscreen
containing 2.5 percent padimate A In a
hydroalcoholie lotion with emollients
(III), a sunscreen containing 1.1 per.
cent padimate A in oils (IV), a sun-
screen lotion containing 2 percent gly.
ceryl aminobenzoate (V), a sunscreen
lotion containing 7.7 percent homosa-
late (VI), a sunscreen lotion contain.
ing 3 percent oxybenzone and 3 per.
cent dioxybenzone (VII), and a sun.
screen containing 5 percent aminoben.
zoate in 75 percent ethyl alcohol
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(VIII). For the unwashed sites all test
materials provided complete protec-
tion at 1 MED, but at 3 MED's -only
preparation I.was fully effective; prep-
arations II (50 percent), MI (63 perl
cent), VII (50 percent) and VIII (87
percent) were less effective; prepara-
tions V (25 percent) and VI (38 per-
cent) were marginally effective; and
preparation IV(0 percent) exhibited
no effect. In the case of the washed
test sites only preparations II and
VIII, the only sunscreens prepared in
75 percent ethyl alcohol vehicles, pro-
vided protection above 1 ED. Prepa-
ration IV, which contained the lowest
concentration of padimate A of the
four padimate A-containing test mate-
rials and the lowest level of active in-
gredient among all test materials, pro-
vided the least protection to both the
washed and unwashed sites.

Pathak et al. (ref. 15) reported their
3-year study (1965-68) of the protec-
tive value of 24 sunscreens of various
chemical agents known to absorb UV
light. They indicated that 5 percent
aminobenzoate in 70 to 90 percent
ethyl alcohol and 2.5 percent padimate
A in 65 to 95 percent alcohol "are by
far the best sunscreen preparations"
and that these preparations, after a
single application, "can protect fair-
skinned persons undergoing long expo-
sure (over 4 hours) under natural sun-
light, and are more effective than 24
of the commercially available products
tested" and "afford excellent protec-
tion when subjects undergo exercise
accompanied by profuse sweating, and
tend to remain on the skin after bath-
ing or swimming and exert a partial
yet very satisfactory protection."
Pathak et al. further found that these
preparations provided very effective
protection against sunburn "under in-
tensely bright sun with hot, dry cli-
matic conditions (in the Arizona
desert), under warm and humid condi-
tions (during the months of July and
August in the Northern Hemisphere,
400 N. latitude) and on snow-covered
mountains at high altitudes that re-
flect UV radiation causing sunburn of
the exposed parts of the skiers." In ad-
dition, it was determined by Pathak et
al. that these preparations "only par-
tially inhibit tanning and allow imme-
diate pigment darkening, as well as
melanogenesis by long-wave UV and
visible radiation" and "are cosmetical-
ly acceptable, being-invisible and with-
out odor or color onthe skin."
I Armati and Johnson (ref. 16) evalu-
ated the efficacy of two sunscreen
creams containing 2.5 percent padi-
mate A, one in a hydrophilic base and
the other in a petrolatum and propy-
lene glycol base, in nine human sub-
jects with varying degrees of skin pig-
mentation. Fluorescent lights situated
25 cm from the skin surface were used
to produce UV light in the 290 to 340

nm wavelength range. The minimum
erythemal dose (MED) was deter-
mined for each subJect. The test mate-
rials were applied to 1-inch square test
sites on the subjects' backs, which
were then exposed to 3 MED's Irradia-
tion with the results being assessed 24
hours afterwards. Padimate A in the
petrolatum and propylene glycol base
provided absolute protection (no
erythema), whereas just detectable to
moderate erythema was observed In
test sites treated with padimate A In a
hydrophilic base. It was noted, howev-
er, that test areas treated with the hy-
drophilic base only showed erythema
which in the case of four subjects was
worse than that for untreated sites ex-
posed to the above-specified light
source. A hydroxybenzoate derivative
used as a preservative In the hydro-
philic base was considered to be a pos-
sible source of the above-described
phototoxic reaction.

From 9 to 17 human subjects were
treated with one of four test materials
to determine their protective indices
using a solar simulator, Le., 3 percent
padimate A in the lotion vehicle, 4 per-
cent padimate 0 in the lotion vehicle, 3
percent oxybenzone in The lotion vehi-
cle, and the lotion vehicle. The mean
protective indices and their respective
standard deviation were 6.03±1.03,
7.06±1.25, 2.37d:0.82, and 1.31±0.3, re-
spectively (ref. 17).

Kreps (ref. 18) reported that padi-
mate A transmits 10 percent of the In-
cident erythemal flux" at a 1 percent
concentration and Is a total sunblock
at a 2 percent concentration. Based on
determinations of percent erythemal
(290 to 320 un) and tanning (320 to
375 nm) transmission, a 1.4 percent
concentration would provide a protec-
tive suntan for sensitive skin. A 1.1
percent concentration would provide a
regular suntan for average skin, and a
0.8 percent concentration would be
suitable for a minimum-protection
quick-tanning preparation.

Based on the available data, the
Panel concludes that padimate A Is an
effective sunscreen ingredient for
OTC use.

(3) Dosage. (I) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 1 to 5.0 percent pa-
dimate A: Adult and children over 2
years of age topical dosage Is liberal
application before sun exposure and
reapply after swimming or after exces-
sive sweating. There is no recommend-
ed dosage for children under 2 years of
age except under the advice and super-
vision of a physician.

(Ii) For products providing a mint-
mum SPF value of 4 containing 1.0 to
5.0 percent padimate A: Adult and
children over 6 months of age topical
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There Is

no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part m. para-
graph B.1. below--category I labeling.)
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p. Padimate 0. The Panel concludes
that padimate 0 is safe and effective
for OTC us& as a sunscreen as speci-
fied In the dosage section discussed
.below.

Padimate 0 is also known as 2-ethyl-
hexyl p-dlmethylaminobenzoate, 2-
ethylhexyl 4-(dimethylamino)ben-

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978

38243



PROPOSED RULES

zoate, octyl dimethyl PABA and 2-eth-
ylhexyl PABA.

Padimate 0 is a yellow mobile liquid,
with a faint aromatic odor. It has a
molecular weight of 235. It is soluble
in isopropyl alcohol, mineral oil and
ethyl alcohol. It is insoluble in water,
blvcerin and propylene glycol (ref. 1).

(1) Safety. Clinical use and market-
ing experience have confirmed that
padimate 0 is safe in the dosage range
used as an OTC sunscreen.

Animal and human toxicological
data attest to Its safety at 4 percent
concentration for human topical appli-
cations.

The oral LD.o in rats of a 5 percent
concentration in corn oil is over 64 ml/
kg (refs. 2, 3, and 4).

A primary irritation and sensitiza-
tion study of a 5 percent padimate 0
sunscreen was conducted on the
shaved backs of 10 male albino guinea
pigs. A 0.1 percent solution of the test
material in sterile, pyrogen-free phys-
iological saline was injected intracu-
taneously three times weekly until a
total of 10 Injections was reached,
after which there was a 12-week rest
period before a challenge dose was in-
jected just belowthe region of the 10
sensitizing injections. Each injection
consisted of a 0.1 ml dose except for
the initial and challenge doses, which
were 0.05 ml each. Distilled water was
used as a control. Except for one test
animal who exhibited barely percepti-
ble erythema throughout the study
following injections of the test materi-
al and distilled water, readings made
24 hours following each injection
showed no evidence of erythema or
edema. It was concluded by the inves-
tigator that the test material was nei-
ther a primary irritant nor a sensitizer
(refs. 2, 5, and 6).

The intact and abraded skin on the
clipped backs of three albino rabbits
was used for a primary irritation study
of 5 percent padimate O in mineral oil
(refs. 2, 7, and 8). Double-layered, light
gauze patches, 2.5 cm 2, were secured
by thin bands of adhesive tape to four
areas approximately 10 cm apart on
each test animal's back. One-half ml
(0.5 ml) of the test material was intro-
duced beneath each patch before
wrapping the animals' trunks in clear
plastic trunk bands to hold the batch-
es in place and prevent the evapora-
tion of volatile substances during the
24-hour exposure period. Following ex-
posure the patches were removed, and
readings were made immediately and
72 hours later. None of the readings
showed any evidence of erythema or
edema. The investigator concluded
that the test material was not a prima-
ry Irritant.

A Draize eye irritation study of 2.0
percent padimate O in mineral oil was
performed on the unwashed eyes of
three rabbits. The data indicated that

the test material was not a primary ir-
ritant to the cornea and iris of the test
animals, but was at the upper limit of
the mild pruinary irritant range in
regard to its effect on the conjuncti-
vae, as hyperemia was observed (ref.
2).

Eye irritation studies with 5 percent
padimate O in mineral oil were con-
ducted on the unwashed eyes of three
rabbits (refs. 9 and 10). A dose of 0.1
ml was instilled into the conjunctival
sacs, and evaluations were made after
1 hour, 24 hours, and daily thereafter
until 7 days had elapsed. The test ma-
terial was determined not to be an irri-
tant to the cornea or iris of the test
animals. Slight redness (1 on a scale of
0 to 3) of the palpebral and bulbar
conjunctivae of each test animal was
noted on the first and second days fol-
lowing treatment, but not during the
remaining 5 days of the study.

Repeated insult patch tests of 4 per-
cent padmate 0 in which petrolatum,
U.S.P., were conducted on 50 human
volunteers (refs. 11, and 12). Lintine
pads moistened with the test material
were placed on predesignated sites on
the upper arm of each subject and
were then covered and seated with
overlapping strips of tape. After 24
hours the patches were removed. The
test sites were evaluated on a scale of
0 (no -erythema) to 4+ (marked eryth-
ema, edema, with vesicles and oozing).
The test material was reapplied to the
same sites after a 24-hour rest period
if less than marked erythema (less
than 2+ value) was observed. The
above-described cycle was repeated 15
times, except rest periods lasted 48
hours on weekends. Following the fif-
teenth application, there was a 2-week
rest period before a challenge dose was
applied to each of the previous test
sites. After 24 hours the challenge
doses were removed, and readings were
made immediately and 24 and 48
hours afterwards. Throughout the
study none of the 50 subjects exhibit-
ed any evidence of erythema at the
test sites. The investigator concluded
that the test material was not a prima-
ry irritant, a fatiguing agent, or a sen-
sitizer. Based on the data for- the
above-described 50 subjects, the inves-
tigator predicted with 95 percent cer-
tainty that at least 92.89 percent of a
general population would not be sensi-
tized by the test material.

In another study by Kantor, a prod-
uct containing 7 percent padimate 0
and 3 percent oxybenzone was tested
on 150 subjects according to a modi-
fied Draize-Shelanski repeated insult
patch procedure. Several non-specific
irritation reactions were observed
under occlusive conditions, but none
showed signs of being a primary irri-
tant. The same test material was ap-
plied to the backs of 26 subjects for
photopatch testing. Ultraviolet light

from a Hanovia Tanette Mark I lamp
was directed on the subjects' backs for
a period of 1 minute, from a distance
of 12 inches. Results following 48
hours from Initial testing showed no
adverse reactions observed in the 26
subjects tested (ref. 13).

Jordan evaluated a product contain-
ing '7 percent padimate 0 and 3 per-
cent oxybenzone applied to the backs
of 150 healthy adult patients. The test
material was evaluated according to a
modified Draize repeated Insult patch
test. The material tested was applied
to the scapular back under occlusive
patches three times a week for 10 ap.
plications. Two consecutive occlusive
challenge tests were applied to differ-
ent areas on the scapular back after a
2-week rest period from Initial testing.
Results from observations taken Im-
mediately after removal of the patches
showed mild Irritational responses
from the challenge test, but no aller-
gic response (ref. 13).

Based on the available data, the
Panel concludes that padimate 0 is a
safe sunscreen Ingredient for OTC use.

(2) Effectiveness, There are con-
trolled studies documenting the effec-
tiveness of padimate 0 as an OTC sun-
screen.

Its absorbance is between 290 to 315
nm, with a maximum absorbance at
310 nm. Soluble in ethyl and Isopropyl
alcohol, inineral oil, and peanut .oll,
but insoluble in water, glycerine, and
propylene glycol, padimate 0 can be
incorporated in emulsions, hydroalco-
holic solutions, and anhydrous formu-
lations (refs. 1, 14, and 15).

Cumpelik (ref. 16) evaluated the rel-
ative substantivity or retention by the
skin of 2 percent padimate A In isopro-
panol compared with Isopropanol solu-
tions containing 2 percent padimate 0,
aminobenzoate, homosalate, cnoxate,
sulisobenzone, or ethyl 4-[bis- (hy-
droxypropyl)] aminobenzoate. After
the hands and the arms of the five
subjects were washed up to the elbows
in isopropanol at 30' C, their left arms
were dipped Into the 2 percent padi-
mate A solution for 1 minute. Each
subject's right arm was then dipped
for 1 minute into a 2 percent solution
of one of the other sunscreen Ingredi-
ents listed above. The amount of each
solution deposited on the subject's
arm was determined by weighing the
imount of test solution remaining and
by spectrophotometric analysis of the
residual solution. Following air drying,
the subjects' hands were submerged In
2 gallons of tap water at 25' C for 30
minutes, during which time the hands
and fingers were moved constantly
without touching any surface of the
container. After air drying, the hands
were exposed to irradiation by a Hano-
via UV lamp with a Corex D filter for
'7 minutes, which was equivalent to 2
hours of midsummer midday sun expo-
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sure. -Following the water insult and
irradiation, the residual sunscreen on
the subjects' hands was extracted by
'immersing the hands in isopropanol at
50* C for 2 minutes. The volumes of
the solutions were then equalized and
spectro-analyzed. The'percent sub-
stantivity was then determined by
multiplying the amount of ingredient
recovered after exposure by 100 and
dividing this figure by the amount of
the ingredient initially deposited. The
percent substantivity of padimate A
compared with that of each of the
other test solutions was 42.2 vs. 58.6
for padimate 0; 48.3 vs. 0.3 for amino-
benzoate; 46.8 vs. 11.4 for homosalate;
40.6 vs. 7.6 for cinoxate; 40.6 vs. 2.3 for
sulisobenzone; and 37.3 vs. 0.4 for
ethyl 4-ibis- (hydroxypropyl)] amino-
benzoate. The data above correlated
very well with the relative differences
in the degree of reddening on the sub-
jects' hands and lower forearms 24
hours following irradiation- Because
sunscreens containing aminobenzoate
and homosalate contain concentra-
tions above 2 percent, the above-de-
scribed test using 5 percent aminoben-
zoate and a 10 percent homosalate was
performed on another subject. The
hand treated -with aminobenzoate was
allowed to air dry 30 minutes and to
permit the material to attach itself to
the stratum corneum before the- 30-
minute-water insult. As before, these
preparations demonstrated poor resis-
tance to washoff. The data above did
demonstrate, however, that in terms
of percent substantivity or degree of
skin retention under conditions involv-
ing perspiration and/or swimming, pa-
dimate 0 was superior to padimate A,
and both were decidedly superior to
aminobenzoate, homosalate, cinoxate,
sulisobenzone, and ethyl 4-ibis- (hy-
droxypropyl)] aminobenzoate.

A comparative substantivity study of
six sunscreen lotions was conducted on
six untanned human subjects with fair
complexions. The lotions were a com-
binatidn of 4 percent padimate 0, 3
percent padimate A, and 3 percent ox-
ybenzone; a combination of 3 percent
padimate A and 3 percent glyceryl
aminobenzoate,.10 percent sulisoben-
zone; a combination of 3 percent oxy-
benzone and 3 percent dixoybenzone;
and 5 percent aminobenzoate (ref. 17).
Each test material was applied to two
sites on each subject's back at the rate
of 2 ul/cm2 (20 ul applied to a 10 cm
area) and allowed to dry for 1 hour
without sunlight exposdre. Following
a 10-minute swim in an indoor swim-
ming pool, the treated areas and un-
treated control areas were delineated
with Dermical and masking tape
before applying a 5 percent aminoben-
zoate lotion other than the one being
tested and toweling to the remainder
of the body. Sunlight exposure meas-
ured at 1,200 counts- on the Berger-

Robertson Meter and equivalent to a
total exposure of 4 to 6 MED's was
then administered. Twenty-four hours
after this exposure the test sites were
photographed and graded on a scale
from 0 (no burn) to 4 (severe eryth-
ema, Le., bright red, vesiculation.
edema, and painful to touch). Both
the photographs and scores demon-
strate that the padimate O/padimate
A/oxybenzone lotion provided the
greatest degree of protection among
the preparations tested because little
If any sunburn resulted under the
above-described test conditions (mean
protective value of 0.292±0.396). In
the order of decreasing protective
value, the results for the remaining
preparations were 3 percent padimate
A and 3 percent glyceryl aminoben-
zoate (1.250±0.866), 3 percent oxyben-
zone and 3 percent dixoybenzone
(2.833±0.937). 5 percent aminoben-
zoate (3.500±0.674), 10 percent suliso-
benzone (3.583±0.515), and control
(3.667±0.651). From the data above, it
would appear that the 5 percent amln-
obenzoate and 10 percent sulisoben-
zone preparations were almost com-
pletely removed during swimming, as
the resulting burns in the test sites
treated with these preparations were
as severe as in the untreated control
sites. The investigator concluded that
the padimate O/padimate A/oxyben-
zone preparation showed statistically
significant protection and even after
swimming should provide at least one-
half day of protection without reappl-
cation for most users.

Using a solar simulator, the mean
protective indexes and their respective
standard deviations were determined
for the components of a sunblock
lotion consisting of lotion vehicle
(1.31±0.3), lotion vehicle plus 3 per-
cent padlmate A (6.03±.03), lotion ve-
hicle plus 4 percent padimate 0
(7.06±1.25), and lotion vehicle plus ox-
ybenzone (2.37±0.82). Between 9 and
17 human subjects were used to test
each component. A 5xl0 cm2 area on
each subject's back was treated with
100 ul of the test material, and after
15 minutes the test areas and adjacent
untreated control areas were adminis-
tered a gqaded series of 1 cni, UV ex-
posures from a solar simulator.
Twenty-four hours after exposure the
minimal delayed erythemic responses
were evaluated and the protective in-
dexes were then calculated (ref. 18). In
another solar simulator study, the
mean protective index for the above-
described sunblock lotion was deter-
mined to be 20.4±5.8 (ref. 19).

In another solar simulator study of
the above-described preparation (ref.
20), the test material was applied to
the forearm of 14 human volunteers at
the rate of 2 ul/cm2 (100 mg applied
to a 5xl0 crn2 area) and allowed to dry
for 15 minutes. The treated areas were
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then rinsed in a stream of flowing
tepid water for 1 minute and allowed
to air dry before administering a
graded series of UV exposures from a
solar simulator to the treated and ad-
jacent unprotected control areas.
Twenty-four hours following this ex-
posure, the minimal delayed erythe-
mic responses were evaluated and the
protective indexes were then calculat-
ed. A substantive protective index of
13.0.3.6 was determined by dividing
the MED for the treated area by that
for the control area.

The mean protective index of a sun-
screen lotion containing 7 percent pa-
dlmate 0 and 3 percent oxybenzone
was found by a solar simulator study
to be 18.6±4.3 (ref. 19). For this and
the previous study, however, there
were no results given for any determi-
nation of the mean protective index of
the lotion vehicle itself; thus, a deter--
mination as to the contribution of the
lotion vehicle to the product's protec-
tive index was not feasible.

Based on the available data, the
Panel concludes that padimate 0 is an
effective sunscreen ingredient for
OTC use.

(3) Dosage (I) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 1.4 to 8 percent pa-
dimate 0: Adult and children over 2
years of age topical dosage is liberal
application before sun exposure and
reapply after swimming or after exces-
sive sweating._There is no recommend-
ed dosage for children under 2 years of
age except under the advice and super-
vision of a physician.

(Hi) For products providing a mini-
mum SPF value of 4 containing I4 to
8 percent padimate 0: Adult and clni-
dren over 6 months of age topical -
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part IIL para-
graph B.1. below--category I labeling.)

(1) OTC Volume 060010.
(2) "Animal Safety Data." Draft of unpub-

lished paper In OTC Volume 060010.
(3) Paul. J. D. "The Acute Oral LD, of 5

Percent Escalol 507 In Corn Oil Using 30
Albino Rats," Draft of unpublished paper in
OTC Volume 060131.

(4) Paul. J. D., "The Acute Oral LD., of 5
Percent Fscalol 507 In Corn Oil Using 30
Albino Rats," Draft of unpublished paper in
OTC Volume 060135.

(5) Paul. J. D.. "Sensitization Studies of 5
Percent Esalol 507 In Guinea Pigs," Draft
of unpublished paper In OTC Volume
060131.

(6) Paul. J. D, "Sensitization Studies of 5
Percent Escalol 507 on Guinea Pigs" Draft
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of unpublished paper in OTC Volume
060135.

(7) Paul, J. D., "Primary Irritant Studies
of 5 Percent Escalol 507 n Albino Rabbits."
Draft of unpublished paper In OTC Volume
060131.

(8) Paul. J. D., "Primary Irritant Studies
of 5 Percent Escalol 507 In Albino Rabbits,"
Draft of unpublished paper n OTC.Volume
06013.

(9) Paul, J. D., "Eye Irritation Studies of 5
Percent Escalol 507 on Rabbits," Draft of
unpublished paper In OTC Volume 060131.

(10) Paul, J. D., "Eye Irritation Studies of
5 Percent Escalol 507 on Rabbits," Draft of
unpublished paper in OTC Volume 060135.

(11) Shelanski, M. V., "4 Percent Escalol
507 in U.S.P. White Petrolatum. Ointment
No. A-53-202, Repeated Insult Patch Test,"
Draft of unpublished paper in OTC Volume
060131.

(12) Shelanski, M. V., "4 Percent Escalol
507 In U.S.P. White Petrolatum. Ointment
No. A-53-202, Repeated Insult Patch Test,"
Draft of unpublished paper in OTC Volume
060135.

(13) OTC Volume 060164.
(14) "Escalol 507, Technical Bulletin,"

Draft of unpublished paper in OTC Volume
060131.

(15) "Escalol 507, Technical Bulletin,"
Draft of unpublished paper In OTC Volume
060135.

(16) Cumpelik, B. M., "Substantivity of
Sunscreens," Cosmetics and Toiletries, 9:59-
62,'1976.

(17) Sayre, R., "PSL Formula RB 292-
240A, Lot #352206, Outdoor Testing of PSL
versus Comparative Products: Eclipse,
PreSun, Sol-Bar, Super Shade and Uval,"
Draft of unpublished paper In OTC Volume
060131.

(18) Sayre, R., "Sunscreen Evaluations,
Human Testing," Draft of unpublished
paper In OTC Volume 060131.

(19) Sayre, R., "PSL Formula-RB 360-
272A, PLB 75-238. Protective Index Using
Solar Simulator," Draft of unpublished
paper in OTC Volume 060131.

(20) Sayre, R., "Sunblocking Lotion-RB
360-272A, PLB 75-238. Human substantivity
Testing," Draft of unpublished paper in
OTC Volume 060131.

q. 2-Phenylbenzimidazole-5-sulfonic
acid. The Panel concludes that 2-
phenylbenzimidazole-5-sulfonic acid is
safe and effective for OTC use as a
sunscreen as specified in the dosage
section discussed below.

2-Phenylbenzimidazole-5-sulfonic
acid has a chemical formula of
C13HoNOsS and a molecular weight of
274.30. It is a white, finely crystalline
powder, almost odorless. It is practical-
ly insoluble in benzene, but it is solu-
ble In water, ethanol, ether, and chlo-
roform (ref. 1).

(1) Safety. Clinical use and market-
ing experience have confirmed that 2-
phenylbenzimidazole-5-sulfonic acid is
safe In the dosage range used as an
OTC sunscreen.

Extensive animal and human toxico-
logical data attest to its safety for
human topical application. The oral
LD,o is more than 5 g/kg in mice (refs.
2 and 3).

Tolerance tests of the sodium, mon-
othanolamine, and triethanolamine
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salts of 2-phenylbenzimidazole-5-sul-
fonic acid and two unidentified prep-
arations of the ingredient were per-
formed on both the skin of the adricle
and the mucous membrane of the con-
junctiva of rabbits. Concentrations of
the test materials ranged from 1 to 5
percent. The test materials were ad-
ministered twice daily for 5 days by
placing three drops on the-conjunctiva
and 0.5 ml on the auricle. In vitro
tissue tolerance tests were also per-
formed on growing chicken heart fi-
broplastic cultures. The results report-
edly demonstrated that the salts and
their preparations were well tolerated,
with skin tolerance, in particular,
being very good. The ingredient itself
was found to have no irritating effect
on the mucous membrane of the con-
junctiva. There was no observable dif-
ference in tolerance between the three
salts (ref. 2).

The subacute skin tolerance and sen-
sitizing effect of 5 and 10 percent solu-
tions and a 5 percent cosmetic prepa-
ration of the sodium- salt of 2-phenyl-
benzimidazole-5-sulfonic acid were
evaluated by -applying 4 ml of each
test material to the shaved backs of
five rabbits for a total of 30 times
during a 43-day period. Blood counts
were performed at the beginning, mid-
point, and end of the test period. In
addition, 1.5 ml of each test material
was applied to the shaved backs of five
guinea pigs for a total of 3 times
during a 40-day period. A second group
of five guinea pigs received a total of
20 such treatments during a 25-day
period. After a 14-day rest period
there were concurrent injections of 0.2
ml of the test material intramuscular-
ly into the popliteal fossa and 0.1 ml
of the test material intracutaneously
into the skin of the neck. It was re-
ported that no irritating effects were
observed on the backs of any of the
rabbits or guinea pigs and that the
sensitization test was absolutely nega-
tive. Blood counts remained normal
throughout the study, and the animals
did not experience any weight loss or
behavioral changes (refs. 2 and 3).

Oil/water emulsions of 3 percent 2-
phenylbenzimidazole-5-sulfonic acid
were applied daily for a period of 3
weeks to 21 human subjects of differ-
ent sex and ages, some of whom suf-
fered from skin disorders (refs. 2 and
3). It was reported that the prepara-
tions were well-tolerated and did not
give any indication that they might
cause undesired skin reactions, par-
ticularly toxic acne, or might led to
sensitization of the skin.

Eye irritation tests of two sunscreen
lotions containing 1.5 and 2 percent 2-
phenylbenzimidazole-5-sulfonic acid
and 2.5 and 4.5 percent ethylexyl p-
methoxy cinnamate, respectively, were
performed on two Tabbits and one
human subject (ref. 4). In the case of

the rabbits, a drop of one preparation
was instilled in the conjunctival sac of
one eye, and a week later a drop of the
other preparation was Instilled Into
the conjunctival sac of the previously
untreated eye. In each case the un-
treated eye was used as the control,
Evaluations were performed 1, 2, 3, 24,
and 48 hours following Instillation.
Both animals reacted similarly to both
preparations; that is, Immediately
after instillation the rim of the eyelid
and the conjunctiva reddened slightly
and the cornea showed "slight freck-
les" for 1 to 2 hours, All these changes
disappeared within 24 hours. The In-
vestigator rubbed a small quantity of
each preparation into a conjunctival
sac and reported that he experienced a
slight reddening of the conjunctiva
and a slight burning sensation, both of
which disappeared within 1 hour. It
was concluded by the Investigator that
these sunscreen preparations when
used as directed present no danger to
the eyes (ref. 4).

A manufacturer of 2-phenylbenzimi-
dazole-5-sulfonle acid reported that In
the preceding 10 years more than 50
tons of the compound were marketed
worldwide and that the suppliers have
received no reports of adverse reac-
tions from the use of the Ingredient In
sunscreen preparations (ref. 5).

Based on the available data, the
Panel conludes that 2-phenylbenzimi-
dazole-5-sulfonlc acid Is a safe sun-
screen Ingredient for OTC use.

(2) Effectiveness. There are con-
trolled studies documenting the effec-
tiveness of 2-phenylbenzimidazole-5-
sulfonic acid as an OTC sunscreen.

Its absorbance Is between 290 and
320 nm, with the maximum absor-
bance at 302 rim. This Ingredient Is
used in the form of Its sodium, mon-
oethanolamine, and triethanolamine
salts. Aqueous solutions of these salts
are miscible with ethanol and Ispro-
panol in almost any proportion. The
ingredient is practically Insoluble in
alkali solutions, and at a pH below 6.3,
the free acid is precipitated as insolu-
ble matter. It Is recommended for hy-
drous formulations, Including emul-
sions and transparent gels, and is fre-
quently used in combination with
other sunscreens (ref. 6).

Twelve subjects (8 females and 4
males) participated In a laboratory
study to determine the protective In-
dexes of a sunscreen containing 5 per-
cent aminobenzoate and 7 sunscreen
preparations containing 2-phenylben-
zimidazole-5-sulfonic acid in combina-
tion with ethylhexyl p-methoxy cinna-
mate with and without 2-hydroxy-4-
methoxy benzophenone (ref. 7). The
test materials were applied to the sub-
jects' backs 60 minutes prior to UV ex-
posures equivalent to 3, 6, 9, 12, and 15
times the minimal erythemal dose
(MED) of the subject. A hot quartz
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mercury arc lamp was used as the
light source. Twenty-four hours after
exposure the test sites were evaluated
as to the degree of erythema by visual
gradations which were used to deteK-
mine the protective index of each 'of
the test materials. All test materials
were found to provide 'significant pro-
tection against erythemnogenic radi-
ation. Three formulations were consid-
ered to have provided excellent protec-
tion, as their maximum protective in-
dexes always exceeded 10. They were a
cream containing 2.75 percent 2-phen-
ylbenzimidazole-5-sulfonic acid, 4 per-
cent ethylhexyl p-methoxycinnamate,
and 3 percent 2-hydroxy-4-methoxy
benzophenone (preparation 1); a lotion
containing 3 percent 2-phenyl-benzimi-
dazole-5-sulfonic acid and 4.5 percent
ethylhexyl p-methoxy cinnamate
(preparation 2); and a cream contain-
ing- 2.75 percent 2-phenylbenzimida-
zole-5-sulfonic acid, 5 percent ethyl-
hexyl p-methoxy cinnamate, and 4
percent 2-hydroxy-4-methoxy benzo-
phenone (preparation 3). These prep-
arations provided greater protection
than a sunscreen containing 5 percent
aminobenzoate, but this was explained
as resulting from the latter prepara-
tion not exerting its maximum photo-
protective effect at higher doses of UV
radiation (12 and 15 times the MED)
because of it being 'less protective
against the erythemogenic effects of
254 m radiation emitted by the light
source. The least protection (mean
minimum protective index of 6.7) was
provided by a cream preparation con-
taining 1.5 percent 2-phenylbenzimida-
zole-5-sulfonic acid and 2.5 percent
ethylhexyl p-methoxycinnamate.

A total of 39 untanned fair-skinned
male subjects participated in studies
conducted in Arizona in the early
spring to determine the photoprotec-
tive properties of the above-described
and other sunscreen preparations
under conditions of passive sunbath-
ing, swimming and/or sweating in-
duced by exercise. The MED for each
subject was determined by exposing
appropriate sites to 5, 10, 20, 25, and
30 minutes of midday sun on the day
of the test (ref. 8).

In one study, 80 subjects participat-
ed in a passive sunbathing study to
evaluate the photoprotective proper-
ties of the three formulations de-
scribed above, a sunscreen containing
5 percent aminobenzoate, and a lotion
contining 10 percent p-methoxy cinna-
mic acid diethanolamine salt. Sixty
minutes prior to exposure, two of the
above-described preparations were ap-
plied to test sites on the back of each
subject. Each test material was then
exposed to 1- or 2-hour periods of
midday sunlight without the subject
engaging in any physical activity.
Preparation 3 (cream containing 2.75
percent 2-phenylbenzimidazole-5-sul-

fonic acid. 5 percent ethylhexyl p.
rmethoxy cinnamate, and 4 percent 2-
hydroxy-4-methoxy benzophenone)
provided the best and most consistent
protection. The protection afforded by
the sunscreen containing 5 percent
aminobenzoate only exceeded that
provided by the 10 percent p-methoxy
cinnamic acid diethanolamine salt
preparation, which Itself was consid-
ered to provide a good degree of pro-
tection under the above-described con-
ditions.

Eleven subjects participated in an.
other passive sunbathing study to
evaluate the photoprotective proper-
ties of the above-described and other
sunscreen preparations except that
the sunscreen containing 5 percent
aminobenzoate was not Included. Sixty
minutes prior to exposure, three prep-
arations were applied to test sites on
the back of each subject and were
then exposed to 30-, 60-, 90-, or 120-
minute periods of midday sunlight
without the subjects engaging in any
physical activity. Preparation 3 de-
scribed above again provided the best
and most consistent protection. Sub-
stantial protection was also provided
by preparation 1 and 2 discussed
above. A preparation containing 3 per-
cent 2-phenylbenzlmidazole-5-sulfonic
acid, even though one of the least pro-
tective of the 12 preparations tested,
had a mean protective index of 5.0
after 120 minutes of exposure, which
compared favorably with protective in-
dexes of 6.6 and 7.0 for preparations 1
and 2, respectively, after similar expo-
sure.

Six patients participated in a study
to evaluate the photoprotective prop-
erties of preparations 1, 2, and 3 de-
scribed above under conditions of
sweating induced by exercise. Sixty
minutes prior to 30 minutes of strenu-
ous calisthenics two preparations were
applied to the back of each subject.
Following the exercise period the test
sites were exposed to 30-, 60-, 90-, or
120-minute periods of midday sun-
light. All three preparations were con-
sidered to have provided excellent pro-
tection, as it was concluded that they
could protect normal skin against sun-
burn reaction for a period of 2 hours.

Nine patients participated In a study
to evaluate the photoprotective prop-
erties of the five preparations Involved
in the first study in this series under
conditions of normal beach activities.
Sixty minutes following the applica-
tion of two test materials to different
sides of each subject's back, the sub-
jects performed 60 minutes of passive
sunbathing, 10 minutes of swimming,
30 m Inutes of passive sunbathing, 15
minutes of exercise to induce sweat-
ing, and 30 minutes of walking. Total
sun exposure was 150 minutes. Again,
preparation 3 described above pro-
vided the best protection, whereas the

10 percent p-methoxycinnamic acid
diethanolamine salt lotion was easily
removed from the skin during swim-
ming and sweating and gave only par-
tial protection. In terms of decreasing
degree of protection under the above-
described conditions as determined by
their mean protective indexes, the
ranking of the test materials was prep-
aration 3 (9.3), preparation 1 (9.1), a
sunscreen containing 5 percent amino-
benzoate (6.8), preparation 2 (5.9), and
a lotion containing 10 percent p-meth-
oxy cinnamic acid diethanolamine salt
(4.6).

Six subjects participated in a study
to evaluate the photoprotective prop-
erties of preparations 1, 2, and 3 de-
scribed above, wherein 60 minutes
after two test materials were applied
to test sites on each subject's back
there was a 15-minute swimming
period followed by the exposure of the
test sites to 30-, 45-, 60-, or 90-minute
periods of midday sunlight. It was de-
termined that preparations 1 and 3
were not removed by swimming and
afforded fairly good protection, as no
test sites treated with these prepara-
tions showed evidence of erythema
even after 90 minutes of midday sun-
light exposure. Preparation 2, howev-
er, was readily removed as the result
of swimming, and the test sites treated
with this material showed evidence of
a sunburn reaction. The mean protec-
tive indexes were as follows: prepara-
tion 3 (greater than 4.4), preparation 1
(greater than 4.2), and preparation 2
(1.04).

In the latter two studies described
above, the substantivity of preparation
2 was decidedly less than that for
either preparation 1 or 3. The formu-
lations for the three preparations are
quite similar, except that preparation
2 does not contain 2-hydroxy-4-meth-
oxy benzophenone. In regard to 2-
phenylbenzimidazole-5-sulfonic acid,
the second study cited above demon-
strated that a lotion containing a 3
percent concentration of this com-'
pound provided adequate protection
after 120 minutes of midday sunlight
exposure, but the last two studies
would appear to demonstrate that the
substantivity of this compound is
questionable.

A total of 41 fair-skinned male sub-
jects participated n a series of four
studies under conditions similar to
those for the five studies described
above to evaluate the photoprotective
properties of several preparations
which were 1.5 percent 2-phenylbenzi-
midazole-5-sulfonic acid and 3 percent
ethylhexyl p-methoxycinnamate
cream: 2.75 percent 2.phenylbenzimi-
dazole-5-sulfonic acid. 4 percent ethyl-
hexyl p-methoxy-cinnamate and 3 per-
cent 2-hydroxy-4-methoxy benzophen-
one cream; 2.75 percent 2-phenylbenzi-
midazole-5-sulfonic acid, 5 percent eth-
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ylhexyl p-methoxycinnamate and 4
percent 2-hydroxy-4-methoxy benzo-
phenone cream; 7 percent ethylhexyl
p-methoxycinnamate and 3 percent 2-
hydroxy-4-methoxy benzophenone oil;
5 percent aminobenzoate in 55 percent
ethanol lotion; and 2.55 percent padi-
mate A in 70. percent ethanol lotion
(ref. 9). The latter two preparations
were commercial sunscreens. The stud-
ies were conducted in Australia under
bright sunlight and high humidity
(over 90 percent) in mid-November.
The MED for each subject was deter-
mined by exposing the appropriate
sites to 5. 10, 15, 20, 25, and 30 minutes
of midday sun on the day of the study.

In one study (study 1), 11 male sub-
jects were used to evaluate the photo-
protective properties of the above-de-
scribed preparations against the stress
of prolonged sunbathing without seat-
ing and swimming. Sixty minutes after
applying two test materials and one of
the two commercial sunscreen lotions
to designated test sites on the back of
each subject, each test site received 45,
90, 135, or 180 minutes of midday sun-
light exposure. Erythema response
was evaluated immediately and 24
hours later; 5 days following exposure
an evaluation was made as to pigment
response and evidence of :any delayed
phototoxic or photoallergic reactions.
Preparations 1, 2, 3, and 5 (a lotion
containing 5 percent aminobenzoate)
were found to protect the skin against
an immedate erythema reaction and to
provide good protection against a sun-
burn reaction 24 hours following expo-
sure. Preparations 4 (lacking 2-phenyl-
benzimidazole-5-sulfonic acid found in
preparations 1, 2, and 3) and 6 (a
lotion containing 2.55 percent padi-
mate A) did not block an immediate
erythema reaction and exhibited unsa-
tisfactory protection 24 hours follow-
ing exposure. All the above-described
preparations neither stimulated nor
inhibited a tanning reaction. A greater
tanning response was obtained with
the least protective formulations,
namely, preparations 4 and 6 described
above. None of the 11 subjects showed
evidence of immediate or delayed -pho-
totoxicity or evidence of any cell-*medi-
ated delayed hypersensitivity reac-
tions.

Nine male subjects (study 2) were in-
volved in a substantivity study to
evaluate the photoprotective proper-
ties of the above-described formula-
tions under the combined stress of
sweating and prolonged sunbathing.
Sixty minutes after the application of
two test materials and one of. the two
commercial lotions to designated test
sites on the back of each subject, the
subjects performed 30 minutes of calis-
thenics, running, and walking before
the test sites were exposed to 90 or 180
minutes of midday sunlight exposure.
Evaluations of the pigment darkening

PROPOSED RULES

and erythema reactions were made im-
mediately and 24 hours after expo-
sure. Preparations 1, 2, 3, and,5 (com-
mercial lotion containing 5 percent
aminobenzoate) were again found to
protect the skin against the immediate
erythema reaction and to provide good
protection against a sunburn reaction
24 hours after exposure. Preparation 2
was found to be especially substantive.
Test sites treated with preparations 4
and 6 showed evidence of immediate
vasodilation following sun exposure.
These latter two preparations did not
prevent an immediate erythema reac-
tion and demonstrated unsatisfactory
protection 24 hours following expo-
sure. Evaluations performed 5 days
after exposure found no evidence that
any of the formulations caused photo-
toxic or photoallergic reactions or that
they stimulated or inhibited the tan-
ning response.

Eleven male subjects (study 3) par-
ticipated in a substantivity study to
evaluate the photoprotective proper-
ties of the six formulations under the
combined stress of swimming and pro-
longed sunbathing. Sixty minutes fol-
lowing the application of two test ma-
terials and one of the two lotions to
designated test sites on, the back of
each subject, the subjects swam in a
chlorinated pool for 15 minutes prior
t6 exposing the test sites to 60 or 120
minutes of midday sun. In terms of
the immediate -response, preparations
4, 5, and 6 showed definite presence of
erythema, whereas the remaining
three formulations rarely showed any
immediate sunburn response. Eryth-
ema response 24 hours following expo-
sure indicated that preparations 1, 2,
and 3 were significantly more protec-
tive than preparation 4 and the two
sunscreen lotions. Most of the test
sites treated with the least protective
formulation (the commercial lotion
containing 5 percent aminobenzoate)
showed a fair degree of sunburn reac-
tion 24 hours after exposure. The pro-
tection provided by preparations 1, 2,
and 3 was rated as good to excellent
for a 120-minute sun exposure period.
None of the formulations tested were
found to be phototoxic or photosensi-
tizing.

Ten male subjects (study 4) partici-
pated in a substantivity study to evalu-
ate the photoprotective properties of
the six formulations under the com-
bined stress of sweating, swimming,
and prolonged sunbathing. Sixty min-
utes after aplying three test materials
and one of the two sunscreen lotions
to designated test sites on the back of
each subject, the volunteers engaged
in 75 minutes of passive sunbathing
before swimming in a chlorinated pool
for 15 minutes. This was followed by
60 minutes of passive sunbathing, 10
minutes of calisthenics, 10 minutes of
jogging and running, 10 minutes of

walking, and 30 minutes of sunbathing
while walking or in the sitting posi-
tion. Total sun exposure for each sub-
ject was 195 minutes. The results were
identical to those described above for
the previous study.

The four studies described above re-
vealed that preparations 1. 2, and 3 are
significantly more protective and sub-
stantive than preparation 4. Prepara-
tion 4 differed from preparations 1, 2,
and 3 in that it lacked 2-phenylbenzi-
midazole-5-sulfonli acid and was for-
mulated with an oil rather than a
cream base.

Based on the available data, the
Panel concludes that 2-phenylbenzimi-
dazole-5-sulfonic 'acid Is an effective
sunscreen ingredient for OTC use.

(3) Dosage. (i) For products provid.
ing a minimum SPF value of 2 to
under 4 containing 1 to 4 percent 2.
phenylbenzimidazole-5-sulfonlc acid:
Adult and children over 2 years of age
topical dosage is liberal application
before sun exposure and reapply after
swimming or after excessive sweating.
There is no recommended dosage for
children under 2 years of age except
under the advice and supervision of a
physician.

(Ii) For products providing a mini-
mum SPF value of 4 containing 1 to 4
percent 2-phenylbenzimidazole-5-sul-
fonic acid: Adult and children over 6
months of age topical dosage Is liberal
application before sun exposure and
reapply after swimming or after exces-
sive sweating. There is no recommend.
ed dosage for children under 6 months
of age except under the advice and su-
pervision of a physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.1. below-category I labeling.)
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r. Red petrolatum. The Panel con-

cludes that red petrolatum Is safe and
effective for OTC use as a sunscreen
as specified in the dosage section dis-
cussed below.

Red petrolatum is also known as red
veterinary petrolatum. Red petrola-
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turn is a product of oil refineries, as
are the other petrolatums. It is the
product of minimal filtration, which
accounts for its red color. Specifica-
tions, other than color, are similar to
those of the liquid, white or yellow
petrolatum.

(1) Safety. Clinical use and market-
ing experience have confirmed that
red petrolatum is safe in the dosage
range used as an OTC sunscreen.

Long use by millions of people attest
to the safety of petrolatum. The pe-
trolatums (liquid petrolatum, white
petrolatum, yellow petrolatum, and
red patrolatum) are products of oil re-
fineries. A parafinic base crude oil is
subjected to distillation at the refinery
to remove the lighter hydrocarbons
like gasoline and home fuel oil. The
residue is a complex mixture contain-
ing heavy lubricating oil and petrola-
tum. This residue is mixed with a sol-
vent (usually methyl ethyl ketone)
and chilled tq precipitate the petrola-
tum. The petrolatum is removed by
special canvas filters. The petrolatum
remains on the canvas, is distilled to
remove the solvent, and is filtered
through fuller's earth to the desired
color. The red color passes through
t he filter as part of the petrolatum

S and is not an additive. Red petrolatum
is the product of minimal filtration of
the petrolatums (ref. 1).

The physical properties of the petro-
I latums are vague in-the "United States

Pharmacopeia XV," where white and
yellow petrolatum are mentioned, but
red petrolatum is not. Penetrometer
tests for consistency for both white
and yellow petrolatum can vary from
100 to 275. Melting points vary from
38' to 60 ° C. Red petrolatum conforms
to these tests. Red petrolatum con-
tains the intrinsic red pigment from
crude oil and some paraffin wax. Be-
cause it is the heaviest of the petrola-
turns (industrial petrolatum number
zero), it contains more wax than the
other petrolatums; but red petrolatum
spreads to a smooth, almost invisible
film on the skin, and leaves no visible
greasy film that can be felt, as do the
other petrolatums (ref. 1).

The petrolatums are considered to
be inert when applied to the skin.
They serve as vehicles for many drugs
and cosmetics for topical application.
The product manufacturer reports one
complaint per 120,000 units sold (ref.
2).

The Panel concludes that the long
and extensive use of the substance
with no adverse-effects being reported
in the medical literature attests to the
safety of red petfolatum as a sun-
screen for OTC use.

(2) Effectiveness. There are well-con-
trolled studies documenting the effec-
tiveness of red petrolatum as an OTC
sunscreen.

PROPOSED RULES

A 0.03 mm film of red petrolatum
absorbs UV-lght below 320 urn. About
16 percent is transmitted at 334 un
and 58 percent at 365 un (ref. 3). Why
red petrolatum Is also called red vet-
erinary petrolatum Is not clear be-
cause veterinarians do not use It. Cur-
rently, the red pigment is thought to
be the single ingredient responsible
for its sun-protective effect. Red pet-
rolatum fluoresces brilliantly under
Wood's light (365 rn).

In December 1942, the Army Air
Corps requested the most effective
protective substance against sunburn
for men marooned on life rafts or in
the desert following airplane crashes.
The substance was required to have
maximum protection per unit weight
and volume so as to fit into life rafts
and emergency equipment, maximum
skin coverage per unit weight and
volume, stability and freedom from
rancidity, and should not burst on
freezing. Red petrolatum was found to
be the most effective (ref. 3). Red pet-
rolatum completely protected a sub-
ject against erythema at a dose of 20
minutes' exposure from an S-1 type of
sunlamp, the equivalent to 20 hours of
the strongest sunlight in Cleieland,
Ohio.

A controlled clinical trial performed
in Houston, Tex., on 30 lIght-complex-
Ion white subjects compared red petro-
latum, a benzophenone, amyl p-
dlmethylaminobenzolc acid and 7 per-
cent para-amnobenzolc acid, simulta-
neously, for protection against expo-
sure to the summer sun. Testing began
at noon and continued for periods of 5
to 60 minutes. Red petrolatum gave
the following cumulative percent pro-
tection for duration of exposure in
minutes: 100 percent for 20 minutes,
92 percent for 30 minutes, 92 percent
for 40 minutes, 84 percent for 50 min-
utes, and 65 percent for 60 minutes.
The end point was the minimal time
necessary to produce erythema. In
this test, red petrolatum performed
second best (ref. 4).

Jillson and Baughman (ref. 5) rec-
ommended red petrolatum as an effec-
tive sunscreen following their study of
eight patients with photo-allergic der-
matitis to bithionol, an antiseptic.
They found It more effective than
para-aminobenzole acid for these pa-
tients (ref. 5). Other dermatologists
have recommended red petrolatum for
patients and other consumers (refs. 6
and 7).

Based on the available data, the
Panel concludes that red petrolatum Is
an effective sunscreen ingredient for
OTC use.

(3) Dosage. (1) for products providing
a minimum SPF value of 2 to under 4
containing 30 to 100 percent red petro-
latum.: Adult and children over 2 years
of age topical dosage Is liberal applica-
tion before sun exposure and reapply
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after swimming or after excessive
sweating. There is no recommended
dosage for children under 2 years of
age except under the advice and super-
vision of a physician.

(ii) For products providing a mini-
mum SPP value of 4 containing 30 to
100 percent red petrolatum: Adult and
children over 6 months of age topical
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part M. para-
graph B.1. below--category I labeling.)
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s. Sulisobenzone. The Panel con-
cludes that sulsobenzone is safe and
effective for OTC use as a sunscreen
as specified in the dosage sectin dis-
cussed below.

Sulisobenzone is also known as 2-hy:
droxy-4-methoxybenzophenone-5-
sulfonlc acid and is a sulfonic acid de-
rivative of oxybenzone (ref. 1). It has
an approximate melting point of 145'
C and is soluble in water, methanol,
and ethanol (ref. 2).

(1) Safety. Clinical use and market-
ing experience have confirmed that
sulisobenzone Is safe in the dosage
range used as an OTC sunscreen.

The oral ID so of sulisobenzone in
rats is greater than 6.4 g/kg (ref. 3). In
a rabbit eye Irritation study patterned
after the Draize method, 0.1 ml of a 5
percent aqueous solution of sulisoben-
zone was Instilled in the conjunctival
sac of the right eye of each of nine
albino rabbits. Four seconds after in-
stillation the treated eye of three test
animals was washed with 20 ml of
lukewarm water. The left eye of each
rabbit served as a control. Every 24
hours for the following 7 days, the
cornea, iris, and conjunctiva of each
rabbit were examined for signs of irri-
tation and were graded according to
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the standard Draize scoring system. It
was reported that none of the whshed
or unwashed eyes treated with the test
material showed any involvement of
the cornea, iris, or conjunctiva fat any
time during the 7-day period following
instillation. It was thus concluded that
the test material was not an ocular ir-
ritant (ref. 3).

A repeated insult patch study was
performed by applying 1-square inch
gauze pads wetted with 0.5 ml of a 5
percent aqueous solution of sulisoben-
zone to the skin of 50 human subjects
for 24 hours. Following the removal of
the patches the test sites were evaluat-
ed. After a 24-hour rest the patches
were reapplied. This process was re-
peated until there had been 15 appli-
cations of the treated patches after
which there was a 2-week rest period
before challenge doses were applied
for 24 hours to the previous test sites.
It was reported that the above-de-
scribed test material was determined
not to be a primary irritant, a fatigu-
ing agent, or a sensitizer in any of the
50 subjects tested (ref. 3).

Based on the available data, the
Panel concludes that sulisobenzone is
a safe sunscreen ingredient for OTC
use.

(2) Effectiveness. There are studies
documenting the effectiveness of suli-
sobenzone as an OTC sunscreen.

Sulisobenzone s soluble in water,
ethanol, and methanol. It absorbs
throughout the UV range, with its
maximum absorbance at 285 nm (ref.
2).

Using a solar simulator with a filter
to eliminate 6avelengths below 295
nm, 10 human subjects (8 females and
2 males) participated in a study to de-
termine the protective factors of I and
3 percent aqueous solutions of suliso-
benzone and similar concentrations of
aminobezoate preparations (ref. 4).
Once the IVIED for each subject was
determined, 3.6 ul of each test materi-
al was applied to each cm 2 of test site
area. Each sulisobenzone-treated area
was exposed to 1.5, 2, 2.5, and 3 times
MED. The 1 percent aminobenzoate-
treated areas were exposed to 2.5, 3,
3.5, and 4 times MED. Twenty-four
hours after exposure, the test areas
were graded for erythemal response
on a scale from 0 (no perceptible
erythema) to 4 (severe erythema with
blistering). The protection factor was
determined by dividing a test materi-
al's MED for protected skin by its
MED for unprotected skin. the mean
protection factors were 1.9 for 1 per-
cent sulisobenzone, 2.5 for 3 percent
sulisobenzone, 3.35 for 1 percent amin-
obenzoate, and 4.6 for 3 percent amin-
obenzoate.

A substantivity study of five sun-
screens, including one containing 10
percent sulisobenzone, found that the
mean protective value exhibited by

the 10 percent sulisobenzone prepara-
tion was only slightly less than that
for the untreated control sites when
the subjects, 1 hour after applying the
test materials, swam in an indoor pool
for 10 minutes before the test sites
were exposed to 4 to 6 MED's of sun-
light. This study was discussed else-
where in this document. (See part III.

'paragraph B.I.p. above-Padimate O.)
The data would indicate that suliso-
benzone was for all practical purposes
completely removed during the swim-
ming period (ref. 5).

Knox et a. (ref. 6) evaluated the
comparative ability of sulisobenzone
and aminobenzoate to prevent the de-
velopment of ultraviolate-induced skin
cancers in albino mice. In a series of
studies, 5 and 10 percent solutions of
sulisobenzone in alcohol and a 5 per-
cent solution of aminobenzoate in al-
cohol were employed. Both ingredients
were reported to decrease markedly
the erythematous and carcinogenic
effect of UV light, with sulisobenzone
being superior to aminobenzoate
under certain conditions because of its
wider absorption spectrum.

* Based on the available data, the
Panel concludes that sulsobenzone is
an effective sunscreen ingredient for
OTC use.

(3) Dosage. (i) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 5 to 10 percent
sulisobenzone: Adult and children over
2 years of age topical dosage is liberal
application before sun exposure and
reapply after swimming or after exces-
sive sweating. There is no recommend-
ed dosage for children under 2 years of
age except under the advice and super-
vision of a physician.

(1) For products providing a mini-
mum SPF value of 4 containing 5 to 10
percent sulisobenzone: Adult and chil-
dren over 6 months of age topical
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part III. para-
graph B.1. below-category I labeling.)

REFER CES

(1) Remington's Pharmaceutical Sciences,
15th Ed., Mack Publishing Co., Easton, Pa.,
p. 729, 1975.

(2) OTC volume 060128.
(3) "Toxicity Information," Draft of un-

published paper in OTC volume 060128.
(4) "Efficacy Data," Draft of unpublished

paper in OTC volume 060128.
(5) Sayre, R. E.. 'PSL Formula RB 292-

240A, Lot No. 352206, Outdoor testing of
PSL versus Comparative Products: Eclipse,
PreSun, Sol-Bar, Super Shade and Uval,"
Draft of unpublished paper in OTC volume
06013L

(6) Knox, J. H., A. C. Griffen and R. B,
Hakim, "Protection from Ultraviolet Car.
'cinogenesis." Journal of Investigative Dcr.
matology, 34:51-58, 1960.

t. Titanium dioxide. The Panel con-
cludes that titanium dioxide Is safe
and effective for OTC use as a sun.
screen as specified in the dosage sec-
tion discussed below.

Titanium dioxide is employed as a
physical sunscreen. It reflects and
scatters UV and visible light rays pro.
viding a barrier for sun-sensitive Indi-
viduals, against the effects of the sun.
It is used to prevent sunburn and
suntan.

Titanium dioxide Is found In nature
as the minerals rutile, ilmenite, per-
ovskite, anatase or octahedrite and
brookite. It Is a white powder, with a
melting point of 1,855' C, insoluble In
water, hydrochloric acid, nitric acid,
and diluted sulfuric acid. It Is used as
a mordant In dyeing, as a pigment In
the rubber industry, and in the manu-
facture of synthetic resins and oil
cloth. It is also used In preparations of
face powders and beauty creams (ref,
1).

Titanium dioxide scatters both UV
and visible light radiation (290 to 700
nm) rather than absorbing the rays. It
may occasionally be so occlusive as to
produce miliarli (ref. 2).

(1) Safety. Clinical use and market.
ing experience have confirmed that ti-
tanium dioxide is safe In the dosage
range used as an OTC sunscreen.

Because titanium dioxide Is chemi-
cally inert, no meaningful oral LD
can be obtained in animals. For all
practical purposes, titanium dioxide is
inert, devoid of toxicity, and is not a
sensitizer or primary Irritant. Being a
brilliant white powder, it Is formulated
with cosmetic pigments for consumer
acceptance. Often other sunscreens
are incorpQrated with titanium dioxide
in emulsion bases, lipsticks, and oint-
ments.

In a single dose, acute oral toxicity
study In which a cream containing 5
percent titanium dioxide in combina-
tion with 5 percent menthyl anthrani.
late was given In a dose of 5 g/kg to 10
Sherman albino rats, no fatalities were
reported during a 14-day observation
period. Histopathological examination
xr'evealed no gross organ abnormalities
(ref. 3).

No reports of irritation have been at-
tributed to titanium dioxide (ref. 4).
The probable lethal dose In humans is
reported to be above 15 g/kg, or more
than 1 qt for a 70 kg man. A pound (16
oz) has been'ingested without appar-
ent harm or distress. It was eliminated
in about 24 hours (ref. 5).

Fisher proposed the inclusion of ti-
tanium dioxide, "an effective non-sen-
sitizing sun-screen for all wavelengths
of UV light," with other effective sun-
screens to possibly prevent photo~ensI-
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tizing reactions caused by the latter
(ref. 2).

Between 1949 and 1972 almost 3.5
million units of a sunscreen containing
5 percent menthyl anthranilate and 5
percent titanium dioxide were distrib-
uted with less than one complaint re-
ceived perA 100,000 units marketed.
None of the complaints could be at-
tributed to the inclusion of titanium

-dioxide in the formulation (ref. 6).
Based on the available data, the

Panel concludes.that titanium dioxide
is a safe sunscreen ingredient for OTC
use.

(2) Effectiveness. There are studies
documenting the effectiveness of ti-
tanium dioxide as an OTC sunscreen.

Titanium dioxide is a white, amor-
-phous, odorless powder which is in-
soluble in water. It is used in oint-
ments and lotions at a concentration
of 15 to 25 percent as a protective
against sunburn. It is also used in
other protective preparations and in
dusting powders and face powders (ref.
12). It is physiologically and pharma-
cologically an inert substance (ref. 7).

Titanium dioxide was found to be an
effective mechanical screen in humans
exposed to artificial UV light (ref. 8).
It isf effective in preventing or reduc-
ing the passage of UV radiation to the
skin. Titanium dioxide is "perhaps the
most suitable and widely used" light-
scattering ingredient in sunburn pre-
ventives (ref. 9).

Titanium dioxide is recognized as an
effective opaque chemical for use as a
physical sunscreen because it scatters
UV rays, thereby preventing sunburn.

Giese and Wells investigated the use
of various pigments such as titanium
dioxide, zinc oxide, magnesium oxide,
magnesium carbonate, magnesium
stearate, etc. as fillers in vehicles for
sunscreen preparations. Titanium
dioxide was found to surpass the other
ingredients tested in terms of over-
coming the after-sticky or greasy feel
and improving the water resistance,
covering power and screening power in
a mechanical way (ref. 10). They fur-
ther concluded that "As a pigment, ti-
tanium dioxide was found more satis-
factory than magnesium oxide. The
pigment gives covering power and me-
chanical screening."

Schwartz and Peck reported that
"Heavily pigmented preparations (liq-
uids, creams or pov'ders) will prevent
or reduce the passage of the UV radi-
ation" but, "while preventing sunburn,
such preparatiofis will prevent also
suntan. Zinc oxide, calamine, and ti-
tanium dioxide are most effective in
this regard" (ref. 11).

Based on the available data, the
Panel concludes that titanium dioxide
is an effective sunscreen ingredient for
OTC use.

(3) Dosage. (i) For products provid-
ing a minimum SPF value of 2 to

PROPOSED RULES

under 4 containing 2 to 25 percent ti-
tanium dioxide: Adult and children
over 2 years of age topical dosage is
liberal application before sun exposure
and reapply after swimming or after
excessive sweating. There is~no recom-
mended dosage for children under 2
years of age except under the advice
and supervision of a physician.

(ii) For products providing a minl-
mum SPF value of 4 contaIning 2 to 25
percent titanium dioxide: Adult and
children over 6 months of age topical
dosage is liberal application before sun
exposure and reapply after Swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part Il para-
graph B.1. below--category I labeling.)
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u. Triethanolamine salicylate. The

Panel concludes that triethanolamine
salicylate is safe and effective for OTC
use as a sunscreen as specified in the
dosage section discussed below.

Triethanolamine salicylate is miscl-
ble in all proportions In water, glycer-
in, propylene glycol, ethyl and isopro-
pyl alcohol but It is insoluble in miner-
al or vegetable oil.

(1) Safety. Clinical use and market-
ing experience have confirmed that
triethanolamine salicylate is safe in
the dosage range used as an OTC sun-
screen.

Animal and human toxicological
data attest to its safety for human
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topical application. The oral LDz. is 2.8
g/kg In rats (ref. 1).

Triethanolamine salicylate was ap-
plied to the intact and abraded skin of
six albino rabbits. The intact skin sites
showed no evidence of erythema or
edema 24 and 72 hours following treat-
ment except for two rabbits where
very mild erythema was present after
24 hours, but disappeared by the time
of the 72-hour evaluation. The abrad-
ed skin sites generally showed moder-
ate erythema and mild edema 24 and
72 hours after application. A primary
Irritation index of 1.5 was obtained,
but the compound was not considered
to be a primary irritant to the skin
(ref. 2).

A rabbit eye Irritation study pat-
terned after the Draize method was
conducted In which 0.1 ml of triethan-
olamine salicylate as instilled into the
conjunctival sac of the right eye of
each of nine albino rabbits, with the
left eye serving as a control Following
the instillation of the test material,
the animals were divided into three
groups with three rabbits having their
treated eyes washed 2 seconds later,
three rabbits having their treated eyes
washed 4 seconds later, and three rab-
bits having their treated eyes remain
unwashed. No corneal, iridial, or con-
junctival irritation was observed after
1, 2, and 3 days in the treated eyes
which were washed 2 and 4 seconds
following instillation of the test mate-
)rHal. The unwashed treated eyes of two
rabbits showed very mild, transient
conjunctival irritation which cleared
by the second day. From the data
above the investigator concluded that
the test material was not a severe
ocular Irritant as defined by the
Draize procedure (ref. 3).

Repetitive intracutaneous injections
of a 0.1 percent suspension of trieth-
anolarnine salicylate in physiological
saline into the closely clipped back
and flanks of 10 white male guinea
pigs (Hartey strain) were performed
every other day or three times weekly
until each animal had received a total
of 10 injections. Initially, 0.05 ml of
the test material was injected, with 0.1
ml being administered during each of
the nine remaining injections. After a
2-week rest period, a 0.05 ml challenge
dose was administered. Twenty-four
hours following each injection, read-
ings of the diameter, height, and color
of any reactions were made. As none
of the animals showed evidence of any
response to any of the repetitive or
challenge intracutaneous injections,
the investigator concluded that the
test material was not a sensitizing
agent as defined by the Draize proce-
dure (ref. 4).

The acute oral I.D. for a sunscreen
gel containing 8.625 percent triethano-
lamine salicylate was greater than 21.5
ml/kg of body weight in albino rats.
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The acute dermal LD,. of this prepara-
tion in albino rabbits was determined
to be greater than 10.0 ml/kg of body
weight (ref. 5). A primary skin irrita-
tion study of this preparation involv-
ing the intact and abraded skin of six
albino rabbits found that the irritative
effects were confined to very slight
erythema to two intact and three ab-
raded skin sites at the 24-hour reading
and had disappeared by the 72-hour
reading. The primary irritation index
was found to be 0.21 (ref. 5). When 0.1
ml of this preparation was instilled
into one eye of each of six albino rab-
bits, no irritative effects involving the
corneg, iris, and conjuctiva were noted
in any of the test animals 24, 48, and
72 hours following instillation (ref. 5).

A double-blind skin irritation study
comparing a 10 percent methyl salicy-
late cream, 10 and 20 percent triethan-
olamine creams, and a placebo control
or vehicle were performed on seven
female and three male human subjects
wherein patches of each test material
were applied to four different areas of
each Individual's back (ref. 6). The
patches were evaluated at 0 hour
(preapplication) and at 4, 8, and 24
hours postapplication for evidence of
skin reactions such as erythema, scal-
ing, itching, dryness, and texture.
None of the formulations produced
dermographia, ulceration, hair loss,
eruption, or burning. It was concluded
by the investigator that both the 10
and 20 percent triethanolamine salicy-
late creams were well-tolerated by all
10 subjects and that the degree and
frequency of erythema resulting from
these two preparations were very simi-
lar and did not differ significantly
from the degree and frequency result-
ing from the placebo. Significantly
more erythema was caused by the 10
percent methyl salicylate cream, and
there was a statistically significant in-
crease in the erythema caused by this
preparation from 4 to 24 hours postap-
plication, whereas the degree of any
erythema caused by the other prep-
arations generally remained constant
throughout the evaluation period.

Repeated insult patch tests of a sun-
screen gel containing 8.625 percent
triethanolamine salicylate were per-
formed on the upper arms of 11
human subjects using an adaptation of
the Draize method (ref. 7). For each
application, five drops of the test ma-
terial were placed on a patch which
was then affixed to the designated test
site and left in place for 24 hours. Ap-
plications were made every other day
or three times weekly until each pa-
tient received a total of nine applica-
tions. Evaluations of any skin reac-
tions were made just prior to reappli-
cation of the test material. After an
approximately 3-week rest piriod,
challenge doses were applied and eval-
uations were made 24 and 72 hours

after removal of the patches. None of
the 11 subjects showed evidence that
the test material was a sensitizing
agent, and the test material was nonir-
ritating to all but one subject. This
subject experienced erythema and pa-
pules at the time of the seventh repeat
application which did not reappear
when subsequent applications were
made to adjacent test sites. Because
this subject reacted similarly to two of
seven other test materials that were
applied concurrently during this
study, the investigator concluded that
"the pattern of reactions observed in-
dicates that these were probably due
to cumulative irritation (skin fatigue)"
(ref. 7).

Similar repeated insult patch tests
of a sunscreen lotion containing 8.5
percent triethanolamine salicylate
were performed on the upper arms of
57 human subjects in which 0.2 to 0.3
ml of the test material was placed on a
patch at the time of each application.
Eight subjects showed evidence of
slight erythema on one or more occa-
sions during the repeated insult tests.
Except for one subject who showed
evidence of slight erythema from the
first through the seventh application,
this reaction was normally observed
once but no more than three times
during the series for the other seven
patients. Another subject showed evi-
dence of slight erythema following re-
moval of the challenge dose. The in-
vestigator concluded that the above-
described test material was only slight-
ly more irritating than two other com-
pounds tested concurrently in the
same population which were consid-
ered essentially not irritating through-
out the study (ref. 8).

A percutaneous absorption study of
a cream containing 10 percent trieth-
anolamine salicylate was performed on
12 healthy male volunteers by apply-
ing the contents of a 0.5 oz tube
(equivalent to 750 mg salicylic acid) to
a 25 cm x 30 cm area on the back of
each subject and determining the
amount of salicylic acid and its meta-
bolites excreted in in the urine during
the next 24 hours (ref. 9). In one
group of six individuals the test mate-
rial was layered on the test site with a
wood applicato'. In the second group
of six individuals the test material was
applied to the test site and massaged
with gloved.hands for 5 minutes. The
empty tubes of the test material and
the application materials were then
reweighed to determine the amount of
test material actually applied to each
test site. The test sites were protected
with a polyethylene sheet covering.
The sheets were removed after 24
hours, and the test sites were observed
then and 2 days later for any sign of
irritation. Only one individual experi-
enced any skin reaction, which consist-
ed of very mild transient pruritis with

blanching of the skin after slight pres-
sure which cleared by the second day
of the study. Total salicylate recovery,
including metabolites, in terms of free
salicylic acid, ranged from 4.3 to 26.8
(mean of 12.2) percent in those indi-
viduals on whom the test material was
applied by a wood applicator. Total sa-
licylate recovery for those subjects on
whom the test material was massaged
for 5 minutes ranged from 0.8 to 32.5
(mean of 14.8) percent. Mean salicy-
late recovery for all 12 Individuals was
13.5 percent. No explanation was given
for the little or no recovery (0.8 per-
cent) of salicylate from one Individual,
but It is possible that additional salicy-
late would have been recovered from
all individuals If urine collection had
extended beyond 24 hours.

Percutaneous absorption studies of
various salicylates In rabbits demon-
strated that 15.6 percent of the salicyl-
Ic acid contained in a triethanolamine
salicylate preparation having a base of
glyclo stearate, paraffin oil, and water
was excreted in the urine over a 48.
hour period (ref. 10.).

Based on available data, the Panel
concludes that triethanolamine saUcy-
late is a safe sunscreen ingredient for
OTC use.

(2) Effectiveness. There are studies
documenting the effectiveness of
triethanolamine salicylate as an OTC
sunscreen.

Its absorbance is between 260 and
320 nm, with its maximum absorbance
at 298 nm. Miscible In all proportions
in water, glycerine, propylene glycol,
ethyl and isopropyl alcohol, but in-
soluble in mineral or vegetable oil, it
has been incorporated Into aqueous lo
tions and gels (ref. 11).

The efficacy of a suniscreen lotion
containing 8.5 percent triethanola-
mine salicylate was evaluated in 16
human subjects at a St. Petersburg,
Fla. beach (ref. 12). Except for a few
patients who participated In the study
on a mid-November day when the tem-
perature was 67* F and the sky was
partly cloudy, the tests were per-
formed on sunny days at a tempera-
ture of 73' F. Approximately 0.1 ml of
the test material was applied to four 1
x 1/2 inch areas on the back of each
subject, and each site received 45, 75,
120, or 180 minutes of sun- exposure.
The erythema response was graded on
a scale from 1 (no perceptible eryth-
ema throughout the study except in
some instances when evaluations of
erythema response were made 1 day
after sun exposure: The Instances of
erythema were just perceptible eryth-
ema in two cases with 45 minutes' ex-
posure. Two subjects showed just per-
ceptible erythema, and one subject
showed moderate erythema with 75
minutes of sun exposure. One subject
had just perceptible erythema, and
two subjects had moderate erythema
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with 120 minutes of exposure. Moder-
ate erythema was seen in four cases
with 180 minutes exposure. The per-
cent protection based upon the eryth-
ema scores for treated sites and un-
treated control sites was determined to
be 82, 75, arid 76 -percent after, 75, 120,
and 180 minutes of sun exposure, re-
spectively. Based on a scale from 00
(no tanning) to 02 (marked tanning), it
was 'determined that treated sites
showed a slight tan (score of 01) or
greater from the second to fifth day
after 120 and 180 minutes of sun expo-
sure and generally showed more of a
tan than the untreated control sites
during the same period following sini-
lar sun exposure.

Based on available data, the Panel
concludes that triethanolamine salicy-
late is an effective sunscreen ingredi-
ent for OTC use.

(3) Dosage (i) For products provid-
ing a minimum SPF value of 2 to
under 4 containing 5 to 12 percent
triethanolamine, salicylate: Adult and
children over 2 years of age topical
dosage is liberal application before sun

- exposure and reapply after swimming
or- after excessive sweating. There is
no recommended dosage for children
under 2 years of age except under the
advice and supervision of a physician.

(ii) For products providing a mini-
mum SPF -value-of 4 containing 5 to 12
percent triethanolamine salicylate:
Adult and children over 6 months of
age topical dosage is liberal applica-
tion before sun exposure and reapply
after swimming or after excessive
sweating. There is no recommended
dosage for children under 6 months of
age except under the advice and super-
vision of a physician.

(4) Labeling. The Panel recommends
the category. I labeling for sunscreen
active ingredients. (See part III. para-
graph B.L. below--category I labeling.)
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CATEGORY I IBELING'

The Panel recommends the follow-
ing category I labeling for sunscreen
active ingredients to be generally rec-
ognized as safe and effective and not
misbranded as well as any specific la-
beling discussed In the individual in-
gredient statements.

a. Indications. The Indications
should be limited to one or more of
the following phrases.

(1) For all (minimal, moderate,
extra, maximal and ultra) sunscreen
products. (i) "Sunscreen to help pre-
vent sunburn."
(ii) "Filters (or screens) out the sun's

burning rays to prevent sunburn."
(ill) "Screens out the sun's harsh

and often harmful rays to prevent
sunburn."

(iv) "Overexposure to the sun may
lead to premature aging of the skin
and skin cancer. The liberal and regu-
lar use over the years of this product
may help reduce the chance of these
harmful effects."

v) "Overexposure to the sun may
lead to premature aging of the skin
and skin cancer. The liberal and regu-
lar use over the years of this product
may help reduce the chance of prema-
ture aging of the skin and skin
cancer."

(2) Additional indications. In addi-
tion to the indications provided above
in item (1), the following may be used:
(i) For minimal sunscreen products.
(a) "Affords minimal protection
against sunburn."

(b) "Prolongs exposure time before
sunburn occurs."
(c) "Permits tanning (or suntanning)

and reduces chance of (or minlmizes)
sunburning."
(d) "Helps prevent sunburn on limit-

ed exposure of untanned skin."
(e) "Helps to protect the skin against

sunburn while permitting tanning."
W) "Allows you to stay in the sun 2

times longer than without sunscreen
protection."

(g) "Provides 2 times your natural
protection from sunburn."

(ii) For. moderate sunscreen prod-
ucts. -(a) "Affords moderate protection
against sunburn."
(b) "Prolongs exposure time before

sunburn occurs."
(e) "Permits tanning (or suntanning)

and reduces chance of (or minimizes)
sunburning."

d) "Helps prevent sunburn on mod-
erate exposure of untanned skin."

(e)'Allows you to stay In the sun 4
times longer than without sunscreen
protection."
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Wt "Provides 4 times your natural
protection from sunburn."
(l) For extra. sunscreen products. (a)

"Affords extra protection against sun-
burn."

(b) "Prolongs exposure time before
sunburn occurs."

(c) "Permits limited tanning (or sun-
tanning) and reduces chance of (or
minimizes) sunburn."
(d) "Helps prevent sunburn."
(e) "For sun-sensitive skin."
(f) "Extra protection against sun-

burn for blondes, redheads and fair-
skinned persons."
(g) "Allows you to stay in the sun 6

times longer than without sunscreen
protection."

h) "Provides 6 times your natural
protection from sunburn."

(iv) For maximal sunscreen prod-
ucts. (a) "Affords maximal protection
against suburn."

(b) "Prevents sunburn and limits
tanning."
(c) "For sun-sensitive skin."
(d) "Maximal protection against sun-

burn for blondes, redheads, and fair-
skined persons."
(e) "Allows you to stay in the sun 8

times longer than without sunscreen
protection."

(1 "Provides 8 timeg your natural
protection from sunburn."
(v) For ultra. sunscreen. product. (a)

"Affords the most protection against
sunburn."

(b) "Prevents tanning and sunburn-
ing."

Cc) "For highly sun-sensitive skin."
d) "Greatest protection against sun-

burn for blondes, readheads and fair-
skinned persons."
(e) "Provides the highest degree of

sunburn protection and permits no
tanning."
(f) "Provides the highest degree of

sunscreen protection and permits no
tanning." -

(3) For alE (maximal and ultra) -un-
screen products that contain sun-
screen opaque sunblcck ingredients.
"Reflects the burning rays of the
sun."

b. Statement on product perform-
ance-(1) Product category designa-
tion (PCD). The Panel concludes that
improved, more 'informative labeling
should be provided to the consumer to
aid in selecting the most approriate
sunscreen product- The Panel recom-
mends that the following appropriate
labeling statement(s) be prominently
placed on the principal display panel
of the products.

(I) Products containing active
ingredlent(s) that provide an SPF
value of 2 to under 4: "Minimal sun
protection product (SPF 2)-Stay in
the sun twice as long as before with-
out sunburning."

(iI) Products containing active
Ingredient(s) that provide an SPF
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value of 4 to under 6: "Moderate sun,
protection product (SPF 4)-Stay in
the sun 4 times as long as before with-
out sunburning."

(iii) Products containing active
Ingredient(s) that provide an SPF
value of 6 to under 8: "Extra sun pro-
tection product (SPF 6)-Stay in the
sun 6 times as long as before without
sunburning."

(iv) Products containing active
ingredient(s) that provide an SPF
value of 8 to under 15: "Maximal sun
protection product (SPF 8)- Stay in
the sun 8 times as long as before with-
out sunburning."

(v) Products containing active
ingredient(s) that provide an SPF
value of 15 or greater: "Ultra sun pro-
tection product (SPF 15)-Stay in the
sun 15 times as long as before without
sunburning."

(2) Labeling claims related to the
PCD and SPF value. The Panel recom-
mends any of the following labeling
claims for sunscreen products that sat-
isfy the sunscreen product testing pro-
cedures described elsewhere in this
document. (See part III. Paragraph D.
below-Sunscreen products testing
procedures for determination of the
sun protection factor (SPF) value and
related labeling claims.)

(i) For all (minimal, moderate, extra,
maximal, and ultra) sunscreen prod-
ucts-(a) That satisfy the water resis-
tance testing procedures. (1) "Water
resistant."

(2) "Retains its sun protection for at
least 40 minutes in the water."

(3) "Resists removal by sweating."
(b) That satisfy the waterproof test-

ing procedures. (1) "Waterproof."
(2) "Retains its sun protection for at

least 80 minutes in the water."
(3) "Resists removal by sweating."
(c) That satisfy the sweat resistance

testing procedures. (1) "Retains its sun
protection for at least 30 minutes of
heavy sweating."

(2 "Sweat resistant.")
(3) Labeling guide for recommended

sunscreen product use. The Panel rec-
ommends the following compilation of
skin types and PCD's be appropriately
included in labeling as a guide:

RECOMMENDED SUNSCaxEN PRODUCT GUIDE

Sunburn and Tanning History and
Recommended Sun Protection Product

Always burns easily; never tans: Maximal,
ultra.

Always burns easily; tans minimally: Extra.
Burns moderately; tans gradually: Moder-

ate.
Burns minimally; always tans well: Minimal.
Rarely burns; tans profusely: Minimal.

c. Warnings-For all (minimal, mod-
erate, extra maximal, and ultra) sun-
screen products. The labeling of all-
sunscreen products should contain the
following warnings:

(i) "For external use only, not to be
swallowed."

(ii) "Avoid contact with the eyes."
(iii) "Discontinue use if signs of irri-

tation or rash appear."
(2) Specific warnings-(i) For sun-

screen. products providing an SPF
value of 2 to under 4. "Use on children
under 2 years of age only with the
advice of a physician."

(ii) For sunscreen products provid-
ing an SPF value of 4 or greater. "Use
on children under 6 months of age
only with the advice of a physician."

d. Directions for use. The Panel be-
lieves that many consumers use inad-
equate amounts of sunscreen. Offering
more detailed guidelines would benefit
the consumer.

Based upon a, review of the available
data, the Panel recommends that the
directions for use state: "Apply liberal-
ly before sun exposure and reapply
after swimming or after excessive
sweating."

However, for sunscreen products
that satisfy the water resistance, wa-
terproof and sweat resistance testing
procedures described elsewhere in this
document, the directions for use in the
labeling of these products may be
modified in accordance with the re-
sults of the test. (See part III. para-
graph D. below-Sunscreen product
testing procedures for determination
of the sun protection factor (SPF)
value and related labeling claims.) The
Panel recommends that for sunscreen
products that satisfy these testing pro-
cedures the following modifications re-
place the directions-for-use labeling in-
dicated above:

For all (minimal, moderate, extra,
maximal and ultra) sunscreen prod-
ucts-(1) That satisfy the water resis-
tant testing procedures. "Apply liberal-
ly before sun exposure and reapply
after 40 minutes in the water or after
excessive sweating."

(2) That satisfy the waterproof test-
ing procedures. "Apply liberally before
sun exposure and reapply after 80
minutes in the water or after excessive
sweating."

(3) That satisfy the sweat resistance
testing procedures. "Apply liberally
before sun exposure and reapply after
30 minutes of excessive sweating."

2. Category 11 conditions under
which sunscreen ingredients are not
generally recognized as safe and effec-
tive or are misbranded. The Panel rec-
ommends that the category II condi-
tions be eliminated from OTC sun-
screen drug products effective 6
months after the date of publication
of the final monograph in the FEDERAL
REGISTER.

CATEGORY II ACTIVE INGREDIENTS

The Panel has classified the follow-
ing sunscreen ingredients not general-

ly recognized as safe and effective or
as misbranded:
2-Ethylhexyl 4-phenylbenzophenone-2.car-

boxylic acid,
3-(4-Methylbenzylldene)-camphor
Sodium 3,4-dimethylphenyl.glyoxylate,

a. 2-Ethylhexyl 4-phenylbenzophen-
one-2'-carboxylic acid. The Panel con-
cludes that 2-ethylhexyl 4-phenylben-
zophenone-2'carboxylic acid Is not safe
and not effective for OTC use as a
sunscreen.

The ingredient 2-ethylhexyl 4-phen-
ylbenzophenone-2'carboxylic acid Is a
clear, faintly brownish-yellow, highly
viscous oil with a faint characteristic
odor. It is miscible in all proportions
with methanol, ethanol, ether, chloro-
form and benzene, but Is Immiscible
with water. It has a molecular weight
of approximately 414 (ref 1).

(1) Safety. Clinical use and market-
ing experience are insufficient to con-
firm that 2-ethylhexyl 4-phenylbenzo-
phenone-2'carboxylc acid is safe for
use as an OTC sunscreen.

2-Ethylhexyl 4-phenylbenzophen-
one-2'-carboxylic acid was tested for
acute toxicity using 40 rats of the
Wistar strain. A dosage ranging from
8,000 mg/kg to 16,000 mg/kg was given
to the rats In the form of a 20 percent
solution of 2-ethylhexyl 4-phenylben-
zophenone-2'carboxylic acid In peanut
oil. The test material was administered
by means of a gastric tube. Readings
on days 1, 7, and 14 showed an ap-
proximate LD~, in excess of 16,000 mg/
kg (ref. 2).

In another test the approximate
LD.. of 2-ethylhexyl 4-phenylbenzo-
phenone-2'carboxylic acid was deter-
mined by means of topical application,
One hour before the start of the test,
10 rats, with an average weight of 152
g, had the hair of the back and stom-
ach removed with an electric clipper.
2-Ethylhexyl 4-phenylbenzophenone-
2-carboxylic acid was then applied un-
diluted onto the shorn skin area. The
test material was left on the skin area
for 24 hours and then rinsed with
water. Observations of the area tested
gave an approximate LDo, reading In
excess of 10,000 mg/kg (ref. 2).

Skin irritation was studied using six
white New Zealand rabbits. Twenty-
four hours prior to the test, the backs
and flanks of the animals were shorn
with an electric clipper. In three of
the animals the skin was scarified with
razor blade cuts. 2-Ethylhexyl 4-
phenyl - benzophenone - 2' -carboxyllc
acid, undiluted and In the amount of
0.5 ml, was applied to the left side of
the test animals. An equal amount of
peanut oil was applied to the right
side. The 2-ethylhexyl 4-phenylbenzo-
phenone-2'-carboxylic acid was rinsed
away 24 hours after Initial testing, All
the rabbits were observed daily for
any skin changes or toxicity. In all
rabbits tested, none showed any sign
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of behavioral changes, altered general
condition, or any sign of skin irritation
in either 2-ethylhexyl 4-phenylbenzo-
phenone-2'-carboxylic acid or in
peanut oil (ref. 2).

2-Ethylhexyl 4-phenylbenzophen-
one-2'-carboxylic, acid was also tested
for primary mudosal irritation in rab-
bit's eyes. Three male white New Zea-
land rabbits with an average weight of
2 kg were used in the test. All animals
were preexamined to ensure no patho-
logical states existed in the eye before
actual testing. A 0.1 ml volume of 2-
ethylhexyl 4-phenylbenzophenone-2'-
carboxylic acid was then instilled into
the conjunctival sac of the left eye.
The untreated right eye served as a
control. There was no rinsing of the
eye after instillation of the test sub-
stance. The eyes were examined for 6
days by evaluation methods proposed
by Draize. No eye irritation was ob-
served in any of the rabbits tested (ref.
2).

Based on the lack of human clinical
and..marketing data, the Panel con-
eludes that 2-ethylhexyl 4-phenylben-
gophenone-2'-carboxylic acid is not a
safe sunscreen ingredient for OTC use.

(2) Effectiveness. There are no stud-
ies documenting the effectiveness of 2-
ethylhexyl 4-phenylbenzophenone-2'-
carboxylic acid as an OTC sunscreen.

One manufacturer submitted a book-
let suggesting-the ingredient as a UV
filter for cosmetics. It was recommend-
ed that a 2 to 4 percent concentration
be used in the sunscreen products.

2-Ethylhexyl 4-phenylbenzophen-
one-2'-carboxylic acid absorbs UV light
mainly in the range of 290 to 340 nm.
Testing has shown that the UV perme-
ability of 2-ethylhexyl 4-phenylbenzo-
phenone-2'-carboxylic acid dissolved in
methanol at a concentration of 0.001
g/100 ml and at a thickness layer of 1
cm, ranges from 98 percent at 340 nm
to 27 percent at 290 un (ref. 1).

Based on the lack of sufficient data,
the Panel concludes that 2-ethylhexyl
4- phenylbenzophenone - 2'- carboxylic
acid is not an effective sunscreen in-
gredient for OTC use.

(3) Evaluation. Based on the lack of
clinical and marketing data, the Panel
concludes that 2-ethylhexyl 4-phenyl-

-benzophenone-2'-carboxylic acid is not
safe and effective for OTC use.

REPFERENcES

(1) OTC Volume 060090.
(2) OTC Volume 060093.
b. 3-(4-Methylbenzylidene)-camphor.

The Panel concludes that 3-(4-methyl-
benzylidene)-camphor is not safe and
not effective for OTC use as a sun-
screen.

3-(4-Methylbenzyiidene)-camphor is
a white crystalline powder, having a
faint characteristic odor not reseii-
bling camphor. It is soluble in ethanol,
chloroform, and vegetable oils, though
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practically insoluble in water. It has a
melting point of 65 ° to 67' C. It ab-
sorbs UV radiation primarily at 280 to
315 nm (ref. 1).

(1) Safety. Clinical use and market-
ing experience are insufficient to con-
firm that 3-(4-methylbenzylidene)-
camphor is safe for use as an OTC
sunscreen.

3 - (4 - Methylbenzylldene) - cam-
phor was studied In 30 rats of the
Wistar strain. An aqueous suspension
of 3-(4-methylbenzylidene)-camphor
was administered orally by means of
an esophageal tube to the rats, in dos-
ages ranging from 10.000 mg/kg to
16,000 mg/kg. Observations recorded
on days 1, 7, and 14 of the study
showed the approximate LD to be In
excess of 16,000 mg/kg (ref. 1).

In another study, the approximate
LDo of 3-(4-methylbenzylidene)-cam-
phor was determined by means of topi-
cal applications. Ten Wistar rats had
the hair of the back and stomach re-
moved with an electric clipper. The 3-
(4-methylbenzylidene)-camphor was
moistened with an equal amount of de-
salinated water and applied to the
shorn skin area. The dosage applied to
the skin was 10 g/kg. Twenty-four
hours following initial application the
test area was rinsed with water and
observed for 2 weeks. any changes in
the test area were recorded according
to the method of DraLze. Readings on
days 1, 7, and 14 of the study showed
an approximate LD in excess of
10,000 mg/kg. Rats autopsled at the
end of the 14 days showed no evidence
of abnormality (ref. 1).

Skin irritation was studied in six
white New Zealand rabbits. The rab-
bits were prepared 24 hours prior to
the start of the study by shaving the
back and upper flanks with an electric
clipper. Three of the six rabbits had
the test area scarified by means of a
skin scraper consisting of 10 razor
blades spaced 1 mm apart. Each blade
had an exposed blade area of 0.5 mm
All of the rabbits received, on the left
half of the test area, 5 g of 3-(4-meth-
ylbenzylidene)-camphor moistened
with water and spread on pads 4 centi-
meters square. The right half of the
back received an equal amount of
talcum powder applied by the same
method. 'An occlusive bandage was
then applied to the area. After 24
hours of skin contact, the test materi-
al was removed and rinsed with water.
The rabbits were then observed daily
for 6 days. No sign of any skin irrita-
tion was found in any of the animals
tested (ref. 1).

Another test studied 3-(4-methylben-
zylidene)-camphor for primary muco-
sal irritation on the rabbit eye. Six
white New Zealand rabbits, preexa-
mined to exclude any eye abnormali-
ties, were used for the test. The left
eye of thfee of the rabbits was subject-
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ed to 0.1 g of 3-(4-methylbenzylidene)-
camphor suspended in 0.1 ml peanut
oil. the right eye, untreated, served as
a control. The other three rabbits had
0.1 ml peanut oil placed In the con-
junctival sac of the left eye. The right
eye again was left untreated. The rab-
bits were examined daily for 6 days,
and changes were recorded according
to the Draize test evaluation. Observa-
tions showed no eye reaction or irrita-
tion in any of the rabbits tested (ref.
1).

Based on the lack of human clinical
and marketing data, the Panel con-
eludes that 3-(4-methylbenzylidene)-
camphor Is not a safe sunscreen ingre-
dient for OTC use.

(2) Effectiveness. There are no stud-
ies documenting the effectiveness of 3-
(4-methylbenzylidene)-camphor as an
OTC sunscreen.

One manufacturer submitted a book-
let suggesting use of the ingredient as
a UV filter for cosmetics. The booklet
contained In vitro absorption data in-
dicating an absorption maximum at
300 un. It was recommended that a 1
to 2.5 percent concentration be used in
sunscreen products.

3 - (4 - Methylbenzylidene) - cam-
phor absorbs UV light mainly in the
range of 280 to 315 urn. Testing has
shown that the UV permeability of 3-
(4-methylbenzylidene)-caphor dis-
solved in chloroform at a concentra-
tion of .0005 g/100 ml and at a thick-
ness layer of 1 cm, ranges from 53 per-
cent at 280 rnm to 39 percent at 310 nm
(ref. 2).

Based on the lack of sufficient data,
the Panel concludes that 3-(4-methyl-
benzylidene)-camphor is not an effec-
tive sunscreen ingredient for OTC use.

(3) Evaluation. Based on the lack of
clinical and marketing experience, the
Panel concludes that 3-(4-methylben-
zylldene)-camphor is not safe and not
effective for OTC use.

Re c0 0
(1) OTC Volume 060090.
(2) OTC Volume 060083.
c. Sodium 3,4-dimethylphenyl-glyoxy-

late. The Panel concludes that sodium
3.4.dimethylphenyl-gyoxylate is not
safe and not effective for OTC use as a
sunscreen.

Sodium 3,4-dimethylphenly-glyoxy-
late Is also known as 3,4-dimethyl-
phenyl-glyoxylic acid sodium salt.

It is a white powder with no discern-
ible odor. It is very soluble in water
but practically insoluble in ethanol,
ether, chloroform and benzene. It has
a molecular weight of approximately
232 with no sharp melting point (ref.
1).

(1) Safety. Clinical use and market-
ing experience are insufficient to con-
firm that sodium 3,4-dinethylphenyl-
glyoxylate is safe for use as an OTC
sunscreen.
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- Safety data included a study in mice
which showed.the-oral toxic dose to be
8.0 gikg dtachypnea) and the intrave-
nous toxic dose to be 2.0 to 4.0 glkg
(giddiness, dyspnea, etc.). 'It was re-
ported 'that 1.3 ml of a 10 percent
aqueous solution was tolerated with-
out any adverse reaction.

Based on the lack of sufficient
animal data -and lack of human clinical
and marketing data, the Panel con-
cludes that sodium 3,4-dimethyl-
phenyl-glyoxylate is not a safe sun-
screen ingredient for OTC use.

(2) Effectiveness. There are no stud-
ies documenting the effectiveness of
sodium 3,4-dimethylphenyl-glyoxylate
as an OTC sunscreen.

Based on the lack of any data, the
Panel concludes that sodium 3,4-di-
methylphenyl-glyoxylate is not an ef-
fective sunscreen ingredient for -OTC
use.

(3) Evaluation. Based on the lack of
clinical and marketing experience, the
Panel concludes that sodium 3,4-di-
methylphenyl-glyoxylate is -not safe
and not effective for OTC use.

REFEREC

I1 OTC Volume 060086.

cATEGORY nI LABELWIG

The Panel has examined the, submit-
ted labeling claims for sunscreens and
for combination products with non-
sunscreen ingredients and has placed
certain claims into category IL

The Panel found no evidence for la-
beling claims for. sunscreen products
such as "promote suntanning," "accel-
erate suntanning," "fast tanning,"
"rapid tanning," "give a deeper
suntan," "'give a longer lasting
suntan," "give .a deeper, darker
suntan," "permits even tanning,"" in-
creases your ability to achieve a rich
satisfying tan." The Panel concludes
that a prudent person can obtain natu-
ral tanning without the. use of these
substances. Suntanning results from
sun exposure, but these substances
lessen the likelihood of painful sun-
burn from a consumer's carelessness
or ignoranc of sun exposure. There-
fore. claims such as the above are clas-
sified as category II.

3. Category III conditions for which
available data are insufficient to
permit final classification at this time.
The Panel recommends that a period
of 2 years be permitted for the com-
pletion of studies to support the move-
merit of category III conditions to cat-
egory I.

CATEGORY III ACTIVE INGREDIENTS

The Panel concludes that the Availa-
ble data are insufficient to permit
final classification of the following
claimed sunscreen active ingredients:
Allantoin combined with aminobenzoic acid,

5-(3,3-Dimet'hyl-2-norbomyliden-3-penten-2-
,one,

Dipropylene glycol alicylate.
a. .Allantoin combined woith amino-

benzoic acid. The Panel concludes
that allantoin combined'with amino-
benzoic acid is safe, but there are in-
sufficient data to determine effective-
ness as an OTC sunscreen. Other
names used for allantoin-aminobenzoic
'acid are allantoin-p-aminobenzoic acid
and ALPABA.

Allantoin-aminobenzoic acid is a tan-
nish-white powder having a 1 percent
solubility in water.

Information sumbitted to the Panel
refers to allantoin-aminobenzoic acid
as a complex (refs. 1 and 2). No data
were supplied by the manufacturer to
show that there -was complexation in-
volved between 'allantoin and amino-
benzoie acid, 'or that any modification
had resulted -which would alter in any
way the individual characteristics of
the two parent compounds. The panel
recognizes that allantoin-amninoben-
zoic acid in combination has shown
sun-screening activity equivalent to
aminobenzoic acid. However, studies
do not show that addition of allantoin
to aminobenzoic acid, forming a com-
bination, in any way contributes to the
activity of the molecule, insomuch as
to influence sunscreen potential or
skin 'protection. It is to be noted that
allantoin, used as -a single entity and
not in the combination form, has been
shown to have protectant 'properties.
The Panel has reviewed the data sub-
mitted and concludes that further
testing is required to show the ratio-
nale of combining allantoin with aml-
nobenzoic acid.

(1) Safety. Clinical use and mdrket-
ing experience have confirmed that al-
lantoin combined with sminobenzoic
acid is safe in the dosage range used us
an OTC sunscreen.

Studies demonstrating the safety of
aminpbenzoic acid as a single ingredi-
ent are discussed elsewhere. (See part
MI. paragraph B.l.a. above-Amino-

benzoic acid.)
A toxicity test msing allantoin com-

bined with aminobenoic acid was per-
formed on five mature rats of the Cas-
worth strain. The 'weights of the rats
ranged from 200 to 240 g. The allan-
toin-aminobenzo eacid was ground
and suspended in a physiological
saline solution to form a concentration
of 10 mg/0.5 ml. Subcutaneous doses
of the test material were injected once
daily for 5 days under the loose skin of
the back, and observations were made
for any signs of toxic symptoms. The
rats were autopsied on the 7th day
from the start of the testing. No
deaths or any signs of toxic symptoms
or reactions were observed in any of
the rats tested (refs. 1 and 2).

In another study, a patch test using
a 5 percent solution of allari'toin-ami-

nobenzoic acid was applied to the
backs of 200 white females, and ob-
served for any Irritation. The allan-
toin-aminobenzolc acid solution was
placed on a 0.5 Inch square of white
blotting paper, applied to the back and
then covered. An equal square using
dry, white blotting paper served as a
control. The patches remained on the
skin for 48 hours. Observations were
recorded immediately and 20 minutel
after removal of the patch. Readings
were based on a scale ranging from no
reaction to vesiculation with edema.
Results from both time observations
showed that all 200 subjects In the ir-
ritation test showed no reaction to al-
antoin-aminobenzolc acid (refs. 1 and
2).

Based on the available data, the
Panel concludes that allantoin com-
bined with aminobenzolc acid Is safe
for OTC sunscreen use.

(2) Effectiveness. There are no well-
controlled studies docmenting the ef-
fectiveness of allantoin combined with
aminobenzolc acid as an OTC sun-
screen.

One study using three females
tested allanatoin-aminobenzolc acid
for its sun-screening ability. Allantoin-
aminobenzoic acid -was applied by In-
unction into a 3 inch by 4 inch area
and exposed to UV light by means of a
Hanovia stn lamp. An equal skin area
served as a control. Both areas were
exposed to the UV light daily until
slight hypermia was induced In the
untreated area. After 5 continuous
days of treatment, none of the sub.
jects tested showed any signs of edema
in the areas treated 'with allantoln-
aminobenzoic acid. Two of the three
untreated patients tested showed evi-
dence of hypermia (refs. 1 and 2).

Another study compared the effec-
tiveness of aminobenzoic acid with al-
lantoin-aminobenzoic acid. Ten sub-
jects, eight women and two men, were
exposed to the midday sun for a
period of 2 hours. Each subject was
prepared by taping to the back a tem-
plate consisting of three rows ,of four
1-inch square holes. Four of the holes
were covered -with a thin film of 5 per-
cent allantoin-aminobenzoic acid
cream. A second group of four holes
was covered by a thin film of 5 percent
aminobenzoic acid in 60 percent alco-
hol. The last four holes were used to
determine the minimum erythema
dose. The holes containing aminoben-
zoic acid and allantoln-aminobenzolc
acid were closed at 30-minute intervals
after initial exposure, and the holes
testing minimum erythema dosage
were closed at 5-minute intervals. Two
hours following start of exposure, the
test area was dried and checked for
tape burns and allergies. Subjects took
a warm shower 6 hours later, following
which the results were recorded. A
subsequent observation was made 24
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hours after initial exposure for any
further untoward effects.

Readings from the test were varied,
mainly due to difficulty in matching
erythema produced with tanning ob-
served in both products tested., Both
the allantoin-aminobenzoic acid and
the aminobenzoic acid showed equiva-
lent sun screening protection (refs. 1
and 2).

Based on the available data, the
Panel concludes that there are insuffi-
cient dlata to determine the effective-
ness of allantoin combined with ami-
nobenzoic acid as a sunscreen for OTC
use.

(3)Proposed dosage (i) For products
providing a minimum SPF value of 2
to under 4 containing 2-to 5 percent al-
lantoin-aminobenzoic acid: Adult and
children over 2 years of age topical
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 2 years of age except under the
advice and supervision of a physician.

(ii) For products providing a mini-
mum SPF value of 4 containing 2 to 5
percent allantoin-aminobenzoic acid:
Adult and children over 6 months of
age topical dosage is liberal applica-
tion before sun exposure and reapply

-after swimming or after excessive
sweating. There is no recommended
dosage for children under 6 months of
age except under the 'advice and super-
vision of a physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part m. para-
graph B.. above--category I labeling.)

(5) Evaluation. Data to demonstrate
effectiveness will be required in ac-
cordance with the guidelines set forth
below for sunscreen active ingredients.
(See part III. paragraph C. below-
Data required for evaluation.)

REFE aq S

(1) OTC Volume 060117.
(2) OTC Volume 060147.
b. 5-(3,3-Dimethyl-2-norbornyliden)-

3-penten-2-one. The Panel concludes
that 5-(3,3-dimethyl-2-norbornyliden)-
3-penten-2-one- is safe, but there are
insufficient data available to permit
final classification of its effectiveness
for use as an OTC sunscreen as speci-
fied in the dosage section discussed
below.

(1) Safety. Clinical use and market-
ing experience have confirmed that
5 - (3,3 - dimethyl- 2 -norbornyliden)- 3-
penten-2-one is safe in the dosage
range used as an OTC sunscreen.

Eye irritation was studied using the
Draize method. The investigator ap-
plied 0.1 ml of a 3 percent solution of
5 - (3,3 -dimethyl- 2 - norbornyliden) - 3.
penten-2-one in isopropyl myristate to
the conjuctival sacks of nine albino
rabbits. The rabbits tested had an

average weight of 2 kg. The conjucti-
vae of three of the rabbits were
washed with 20 ml water, 2 seconds
after application. In three other rab-
bits the conjunctivae were washed
with 20 ml, but after 4 seconds; and
the last three rabbits' conjunctivae
were not washed following application.
Observations recorded after 24 hours
showed that the three rabbits with no
conjunctival washing and one rabbit In
the 2 second washing developed a
slight reddening of the conuctlvae
and a slight swelling of the eye lids. At
48 hours no clearly defined eye Irrita-
tion could be observed in any of the
nine test animals (ref. 1).

A sensitivity dermatological patch
test using 5-(3,3-dlmethyl-2-norborny-
liden)-3-penten-2-one was applied to 50
healthy personnel and 50 skin disease
patients of the University Dermatolo-
gical Hospital, Goettingen, Germany.
Testing of both groups was accom-
plished using 100 percent
5 - (3,3 - dmethyl- 2 - norbornylden)-3-
penten-2-one and a 5 percent concen-
tration in Eucerin anhydricum base.
The test material was applied to the
upper arm or back using small disks of
test adhesive for a period of 24 hours.
Readings were taken at 24 and 48
hours, and observations were recorded
on an evaluation ranging from no reac-
tion to blistering type of reddening.
The first reading (24 hours) showed
two test subjects with slight redden-
ing, one of them showing the slight
reddening from both the 5 and 100
percent concentration. The other of
the two subjects was affected by the 5
percent concentration only. A 48-hour
observation showed no reaction.

The second group consisting of the
50 skin-diseased patients showed reac-
tions in 7 of those tested. The 100 per-
cent concentration gave six readings of
slight reddening after 24 hours. Five
of these patients showed no reaction
at the second reading at 48 hours; the
other showed a slight increase In red-
dening. Another patient showed no re-
action at 24 hours, but a slight redden-
ing at 48 hours. The 5 percent concen-
tration showed three patient reac-
tions, all three of which had also
reacted to the 100 percent concentra-
tion. Two test subjects showed slight
reddening at 24 hours, but only one
showed no reaction at 48 hours. The
third subject showed increased red-
dening at both 24 and 48 hour read-
ings (ref. 1).

In another test, 1 and 2 percent
5 - (3,3 - dimethyl- 2 - norbornyliddn)-3-
penten-2-one was placed on the upper
back of 20 test subjects. Six prepara-
tions in oil, oil In water, and water in
oil emulsions were used. Irradiation
was by means of four Ostran Ultravi-
talux bulbs placed 16 inches from the
skin surface for a maximum time of
11.2 minutes. Readings were taken

after 24 hours. No reactions (irritation
or reddening) occurred (ref. 1).

Based on the available data, the
Panel concludes that 5-(3,3-dimethyl-
2-norbornylden)-3-penten-2-one is a
safe sunscreen ingredient for OTC use.

(2) Effectiveness. There are no stud-
ies documenting the effectiveness of 5-
(3,3 - dimethyl- 2 -norbornyliden) -3-
penten-2-one as an OTC sunscreen.

The Panel received one submission
for the ingredient. The manufacturer
indicated the ingredient had been
marketed as a sunscreen since 1973 in
concentrations varying from 0.5 to 2.5
percent. No effectiveness data were
submitted. However, the manufacturer
stated that "we are in the process of
performing the efficacy tests recom-
mended by your panel." In a more
recent communication, the same man-
ufacturer indicated that other sun-
screens have replaced 5-(3,3-dimethyl-
2-norbornyliden)-3-penten-2-one in
marketed products (ref. 1).

Based on the available data, the
Panel concludes that there are insuffi-
cent data to determine the effecti've-
ness of 5-(3,3-dimethyl-2-norbornyli-
den)-3-penten-2-one as a sunscreen in-
gredient for OTC use.

(3) Proposed dosage. (i) For products
providing a minimum SPF value of 2
to under 4 containing 0.5 to 2.5 per-
cent 5-(3,3-dimethyl-2-norbomyliden)-
3-penten-2-one: Adult and children
over 2 years of age topical dosage is
liberal application before sun exposure
and reapply after swimming or after
excessive sweating. There is no recom-
mended dosage for children under 2
years of age except under the advice
and supervision of a physician.

(if) For products providing a mini-
mum SPF value of 4 containing 0.5 to
2.5 percent 5-(3,3.dimethyl-2-norbor-
nylden)-3-penten-2-one: Adult and
children over 6 months of age topical
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part m. para-
graph B.l. above--category I Label-
ing.)

(5) Evaluation. Data to demonstrate
effectiveness will be required in ac-
cordance with the guidelines set forth
below for sunscreen active ingredients.
(See part MI. paragraph C. below-
data required for evaluation.)

REY'azacz

(1) OTC Volume 060120.

c. Dipropylene glycol salicylirte The
Panel concludes that there are insuffi-
cent data available to permit final
classification of the safety and effec-
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tiveness of dipropylene glycol salicy-
late for use as an OTC sunscreen as
specified in the dosage section dis-
cussed below.

Dipropylene glycol salicylate is a
clear viscous liquid with a specific
gravity of 1.16 and a faint yellow color.
It is soluble in alcohols, blycolesters,
ketones, and glycols. It is insoluble in
water and mineral oil.

(1) Safety. Clinical use has not con-
firmed that dipropylene glycol salicy-
late is safe in the dosage range used as
an OTC sunscreen.

Toxicity testing was performed using
normal, healthy CFW mice of the Car-
worth strain. Weights ranged from 18
to 21 g. The mice received dipropylene
glycol salicylate by means of a rigid
stomach pump in groups of 10, in
doses of 2.5, 3.75, .5 and 10 ml per kg.
The mice were observed for a period of
7 days. Six deaths were observed in
the 3.75 ml/kg dose, 7 deaths in the 5
mil/kg dose, and all 1-0 mice died at the
10 ml/kg dose. There were no mice
deaths at the 2.5 ml/kg dose (ref. 1).

In another test, three normal,
healthy albino rabbits had a 0.1 nil so-
lution of a 7 percent dipropylene
glycol sailcylate instilled into the right
eye. There was no rinsing of the eye or
any other treatment given to the eye.
The left eye served as a control. Ob-
servations were recorded every 24
hours for 4 days and again on the 7th
day. The findings -of this test showed
that cornea, conjunctival, and iris irri-
tation was not observed in any of the
rabbits tested (ref. 1).

A skin .ensitivity test using a 7 per-
cent concentration of dipropylene
glycol salicylate was applied to the
clipped intact and abraded skin of
three healthy normal albino rabbits.
The abraded area was chafed vith
minor abrasions penetrating the stra-
tum corneum, but not influencing the
derma. The dipropylene glycol salicy-
late was applied in a 0.5 ml volume
and then covered with surgical tape.
Evaluation of the skin for edema,
erythema, and escher formation were
recorded at 24 and 72 hours after ap-
plication. Observations showed no irri-
tation at these times on both abraded
and intact skin (ref. 1).

No human safety data or marketing
data were submited or were available.
Based on the lack of available human
safety data, the Panel concludes that
there are insufficient data to permit
final classification of the safe use of
dipropylene glycol salicylate as an
OTC sunscreen.

(2) Effectiveness. There are no stud-
les documenting the effectiveness of
dipropylene glycol salicylate as an
OTC sunscreen.

A manufacturer of the chemical in-
gredient submitted data not related to
a marketed product.

A technical bulletin was submitted
describing the physical and chemical
properties of dipropylene glycol salicy-
late. The spectral absorption of a 0.1
percent solution showing different
values depending upon the thickness
of the fim was included. The ingredi-
ent appears to absorb -UV radiation be-
tween 29D and B20 nm. The submission
also included military specifications
for a sunburn-preventive preparation
(cream-base) which was dated January
30, 1967. The composition of the prep-
aration is described as containing light
amber petrolatum, stearyl alcohol,
mineral oil, sesame oil, calcium stear-
ate, kaolin, and a sunscreen agent.
There are six sunscreen agents listed
as approved for use in the above for-
mulation. One of these sunscreens
listed is dipropylene glycol stearate.
No other information is given.

Based on the lack of available data,
the Panel concludes that there are in-
sufficient data to permit final classifi-
cation of the effective use of dipropy-
lene glycol salicylate as an OTC sun-
screen.

(3) Proposed dosage. (1) For products
providing a minimum SPF value of 2
to under 4 containing 3 to 7 percent di-
propylene glycol salicylate: Adult and
children over 2 years of age topical
dosage is liberal application before sun
exposure and reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 2 years of age except under the
advice and supervision of a physician.

(ii) For products providing a mini-
mum SPF value of 4 containing 3 to 7
percent dipropylene glycol salicylate:
Adult and children over 6 months of
age topical dosage is liberal applica-
tion before sun exposure and reapply
after swimming or after excessive
sweating. There is no recommended
dosage for children under 6 months of
age except under the advice and super-
vision of a physician.

(4) Labeling. The Panel recommends
the category I labeling for sunscreen
active ingredients. (See part II. para-
graph B.1. above-Category I Label-
ing.)

(5) Evaluation. Data to demonstrate
effectiveness will be required in ac-
cordance with the guidelines set f6rth
below for sunscreen active ingredients.
(See part II. paragraph C. below-
Data Required for Evaluation.)

REFERMNCE

(1) OTC Volume 060134.

CATEGORY In LABELING

The Panel was unable to identify
any category II labeling. Suitable la-
beling claims for the five product cate-
gories have been discussed elsewhere
in this document. (See part I. para-
graph B.1. above-Category I Label-
ing.)

C. DATA REQUIRED FOR EVALUATION

The Panel considers the protocols
recommended in this document for
the studies required to Uring a catego-
ry III ingredient Into category I to be
in agreement with the present state of
the art, and does not intend to pre-
clude the use of any advances or Im-
proved methodology In the future.

1. General comments. Because the
first sunburn preventive drugs were In.
troduced in 1928, when a general
knowledge of photobiology already ex-
isted, testing in the field has been
based on sound scientific methodolo-
gy. Because of the Increased medical,
regulatory, scientific and social sophis-
tication, the Panel is of the opinion
that certain standards of evaluation
are now appropriate to increase effica.
cy. and to increase consumer satisfac-
tion. When an ingredient Is available
for widespread use in OTC products,
its safety and efficacy must be well-do.
cumented by data regarding Its toxi-
cology, absorption, excretion, and
pharmacologic action. The drug must
meet certain standards of efficacy.

The Panel concludes that It is rea-
sonable to allow 2 years for the devel-
opment and review of evidence that
will permit final classification of the
effectiveness of the category III ingre-
dients. The ingredients pose no safety
problems for the consumer. Marketing
need not cease during this time If ade-
quate t6gting is undertaken. If data re-
garding adequate effectiveness 'and
safety are not obtained within 2 years,
the ingredients should no longer be
marketed in OTC products.

2. Methods of study-a. Toxicolorlical
data. A variety of toxicological data
can be obtained to demonstrate that a
sunburn preventive is safe. The Panel
recommends that the following data
be obtained in appropriate studies on
the final formulation to be marketed
for topical application:

(1) Patch tests. A number of patch
test methods are applicable to human
safety testing of products. These tests
have proven valuable for predicting
skin irritancy and sensitization. The
Panel recommends one of the follow-
ing methods of patch testing:

(i) The Draize human skin Irritancy
and sensitization tests and its various
modifications in which the subJect's
back or arm may be used (reis. 1
through 4);

(ii) The method of Shelanski and
Shelanski (ref. 5); or

(iii) The maximization procedure of
Kligman (ref. 6).

In the first two tests, the formula-
tion is applied many times tP the test
site for 3 to 4 weeks. A 2-week rest
period follows, and then a single chal-
lenge application of the drug or for-
mulation is made. The early applica-
tions are to detect primary skin Irri-
tants, and the last dose Is to detect al-
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lergic skin sensitizers. The Kligman
test uses sodium lauryl sulfate to irri-
tate the test site, thereby hastening
and accentuating the allergic skin .sen-
sitizing potential of a substance.

b. Effectiveness data. For proof of
effectiveness of sunscreen active ingre-
dients and formulations, the Panel
recommends sunscreen product testing
procedures for determining the Sun
Protection Factor I(SPY) value and re-
lated labeling claims. (See part III,
paragraph D, below-Sunscreen Prod-
uct Testing Procedures for Determina-
tion of the Sun Protection Factor
(SPF) Value -nd Related Labeling
Claims.)
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Association, 19:46-4, 1953.
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374,1966.

D. SUNSCREEN PRODUCT TESTING PROCE-
DURES FOR DETERLIINATION OF THE SUN
PROTECTION FACTOR (SP) VALUE AND
BELATED LABELING CLAIM

1. Sunscreen active ingredients con-
tained in sunscreen products. The
active sunscreen ingredients of the
product consist of one or more of the
ingredients classified as Category I
within any established, maximum
daily dosage limit and the finished
product provides an SPF value of not
less than 2.

2. Sun protection factor (SPF) value.
An SPF value is defined as the UV
energy required to produce a minimal
erythema dose (MED) on protected-
skin divided by the UV energy re-
quired to produce an WED on unpro-
tected skin. In effect, the SPF value is
the reciprocal of the effective trans-
mission of the product viewed as a
light filter. The UV light (UVL)
energy is measured by various photo-
detectors as described below.

The SP.F value -may -also be defined
by the following ratio:

SPF value=IMED (protected 'Skin (PS))/
LfED (unprotected skin (US))

where, 1= CPS) Is the
erythema dose for protected skin Alter
application of 2 fig/cm 2 or 2 p1/cm 2 of
the final formulation of the sunscreen
product, and lARD (US) Is the minimal
erythema dose for unprotected skin,
Le., skin to which no sunscreen prod-
uct has been applied.

The SPF value Is the value that can
be directly compared between Individ-
uals and between products.

3. Standard sunscree.-a. Labora-
tory validation. The use of standard
sunscreens for testing purposes per-
mits the direct comparison of results
between laboratories to assure uni-
form evaluation of sunscreen products.
Comparing the mean SPF values be-
tween laboratories assures that the
proper SPF value categorization of a
product is maintained. By comparing
the standard deviations of the mean
SPF values between laboratories, the
relative precision of sunscreen testing
can be monitored.

A sunscreen preparation containing
homosalate was tested by five labora-
tories in a cooperative trial using solar
simulators (ref. 1). The information
accumulated from these studies makes
this preparation a suitable standard
for use in monitoring the tests for SIF
value of sunscreen products. This
preparation gave a mean SPF value of
4.24 (standard deviation=1.14). The
Panel, therefore, recommends this
sunscreen preparation as a standard
sunscreen.

b. Preparation of the standard homo-
salate sunscreen. The standard homo-
salate sunscreen is prepared from two
different preparations (part A and
part B) with the following composi-
tions:

.PFaErxon or Pacr A Arm Pmin B OF
S=(JDAD SUuscnsRs

Lxxedl=t Percnt by
'Welzbt

Homom~tP .... .. . . ... 8.00

White petoleum 2.00
Steacacd .. .. 3.00
Stearyl alcohol 2.
Propylparaben 0.015

Methylparabm OZZ
Sequc-trene Na, (EDTA disodIum) 0.05
Sodium lauyl u . . . 0.50
Propylene gyol 12.00
Purified aterUJS.P._ 72.41

Part A and part B are heated sepa-
rately to 77 to 82' C with constant stir-
ring until the contents of each part
are solubilized. Add part A slowly to
part B while stirring. Continue stirring
until the emulsion formed is cooled

down to room temperature (15 to 30
C). Add sufficient purified water tc
obtain 100 g of standard sunscreez
preparation.

c. Assay of the standard homosalatf
sunscreen. Assay the standard homo
salate sunscreen preparation by th
following method to ensure prope
concentration:

(1) Preparation of the assay so7vent
The solvent consists of 1 percent gla
cial acetic acid CV/V) in denaturec
ethanol. The -denatured ethano
should not contain a UV-absorbng de
naturant.

(2) Preparation of a I percent soau
tion of the standard homosalate sun
screen Preparation. Accurately -weig
1 g of the standard homosalate sun
screen preparation into a 100 ml votu
metric flask. Add 50 ml of the assa-
solvent. Heat on a steam bath and 132b
welL Cool the solution to room tern
perature (15 to 30" C). Then dilute the
solution to volume with the assay sol
vent and mlxwen to make a lpercenl
solution.

(3) Preparation of the test solutior
(1:50 dilution of the 1 percent solu
Lion). Filter a portion of the I percent
solution through number 1 filtez
paper. Discard the first 10 to 15 ml o
the filtrate. Collect the next 20 ml D_
the filtrate (second collection).

Add 1 ml of the second tollection or
the filtrate to a 50 ml volumetric flask
Dilute this solution to volume witi
assay solvent and mix well. This is the
test solution (1:50 dilution of the I
percent solutionJ.

(4) Spectrophotometric determina
Lion. The absorbance of the test solu
tion is measured in a suitable doubh
beam spectrophotometer with tht
assay solvent and reference beam at r
wavelength near 306 nrm.

(5) Calculation of the concentratioz
of homosalate. The concentration o:
homosalate Is determined by the fol
lowing formula which takes into con
sideration the absorbance of the
6ample of the test solution, the dilu-
tion of the 1 percent solution to pre
pare the test solution (1:50), the
weight of the sample of the standarc
homosalate sunscreen preparation Cl
g), and the standard absorbance value
(172) of homosalate as determined b5
averaging the absorbance of a large
number of batches of raw homosalate

Concentration of homoalae=aborbance
xS0x109/1x172=percent; concentratior
by weight.

4. Light source and light monitor.
ing.-a. Artificial light source (solai
simulator) and monitoring. A solaz
simulator for sunscreen testing shall
be defined as a lightsource having:

(1) A continuous emission spectrum
in the UV-B (290 to 320 nm);

(2) Less than 1 percent of its total
energy contributed by nonsolar wave-
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lengths (wavelengths shorter than 290
nm); and

(3) Not more than 5 percent of its
erythemically effective energy contrib-
uted by nonsolar wavelengths.

The instrument must be monitored
periodically to assure that it delivers
the appropriate spectrum described
above. The monitoring procedure is
described below.

The xenon arc solar simulator is the
preferred artificial light source. Test
data using other artifical light sources
to establish the degree of efficacy at
UV-B wavelengths of sunscreens must
have corroborating natural sunlight
testing for acceptance.

Xenon solar simulators presently
utilize xenon arcs from 150 to more
than 6,000 watts. For example, to pro-
duce 1 MED with a 150-watt lamp re-
quires 120±k30 seconds at the exit port
of the instrument when the irradiated
site is 1 cm in diameter. Depending
upon instrumental design, other irra-
diation sizes and times can be utilized.
Solar simulators of 150 watts usually
produce 10 or 12 solar constants. A
solar constant is the total amount of
energy at all wavelengths per square
meter, available from the sun, at the
Earth's surface. For example, if the
MED for a normal subject is 20 min-
utes of sunlight exposure, then the
solar simulator, would produce an
MED of 2 minutes at 10 solar con-
stants in the same subjects. The more
powerful solar simulators can produce
up to 40 solar constants. Irradiated,
sites more than 4 mm in diameter
present no difficulty in determining
skin erythema.

A solar simulator uses filters to
absorb (cut off) the shorter UV wave-
lengths which do not reach the earth's
surface from the sun. The primary
filter is a suitable filter of colorless
glass, sharp cut in the UV range, with
a 0 (50 percent transmittance point)
cut location approximately at 310
nm±_6. Dichroic or heat-absorbing fil-
ters are used to reduce unnecessary.
visible and infrared radiation.

Regardles of the light source em-
ployed, some uncertainties in inter-
preting results of in vivo testing, using
sunlight or artificial sources, include:

(I) Between individual investigators
reading the minimal erythema dose re-
sponse (MED) (the minimal percepti-
ble erythema) on skin, the readings
vary ±20 percent. However, each indi-
vidual investigator is remarkably con-
sistent after some experience. To par-
tially overcome the variation between
observers, the investigator indoors
should use a constant light source like
an incandescent or a warm white flu-
orescent lamp at a fixed distance and
read the results on the subject in a
room with white or light grey walls.
No instrument has proven so reliable
and consistent as the human eye, but
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the investigator may use a color gauge,
a reflectometer, or a series of color-
correcting red filters of increasing red
intensity. The filters are placed over
the irradiated site where the correct
filter will eliminate the erythema and
produce a uniform color. The reliabil-
ity of reproducing results obtained
from such a system of filters would
have to be verified. In addition, it
would be difficult to translate such
data into SPF values unless there
could be shown to be a 1:1 correlation
between a color filter and a known
standard sunscreen.

(il) The same dose of UV light pro-
duces different intensities of erythema
in different people. This is why the
MED must be determined for each
subject whatever the light source.

(iii) Inherent differences in the
erythemic exposure-color relationship
occur between individuals because the
same dose of UV light causes different
degrees of erythema depending on the
time or reading after exposure.

The advantages of a xenon lamp
solar simulator for in vivo testing in-
clude the following: The continuous
spectrum mimics the sun in the UV
range with comparable, output over
the 290 to 400 nm range; a constant
spectrum at a constant angle with
high output is obtained; and the lamp
produces a stable spectrum over long
use.

The disadvantages of using the
xenon lamp for in vivo testing include
the following- The full solar spectrum
output is low in the visible and in-
frared wavelengths; using the xenon
lamp is time consuming if only one
test site can be irradiated at a time;
and it is difficult to measure the
output, but instrumentation is availa-
ble for this purpose.
'The xenon arc solar simulator can

be monitored. Calibrated thermopiles
(instruments that measure the xenon
UV total output by converting it to
heat energy) can be used to successful-
ly measure the output of solar simula-
tors. The total energy output (solar
and nonsolar) of the xenon lamp solar
simulator can be measured by a ther-
mopile which should be accurate to 1
percent. If the thermopile has a
window, it should be constructed of
quartz. Such devices are accurate to at
least 1 percent when properly used.
Other devices have been used to meas-
ure solar simulators, including photo-
cells, photododes, photomultipliers,
with and without filters. The basic re-
quirements for a suitable monitoring
device are that they be stable for sev-
eral hours, be sensitive to UV-B radi-
ation, and provide values reproducible
daily.

The output of a solar simulator is
measured in units of Joules. A Joule
(J) is an absolute unit of work or
energy equal to 1 million ergs. One

Joule (J)=lX10 7 ergs=1 watt.second
=106 microwatt.second=2.4x10 - 4 kilo-
calories, The UVL intensity of a solar
simulator will be reported In J/m 2 .

b. Natural light source (sunlight)
and monitoring. Testing sunscreen
products in sunlight offers several ad-
vantages. The test situation more
closely approximates the actual ways
the sunscreen product will be used by
the consumer. The test subject is ex-
posed simultaneously to the full solar
spectrum, the heat, and the humidity.
Testing of several sunscreen products
simultaneously can be done. An esti-
mation of tanning efficacy can be
made. Uncontrollable variables in out-
door testing Include vagaries of the
weather, changing cloud cover, chang-
ing radiation intensity with time,
changing sun angle to the body sur-
face with time, and variable heat-in-
duced sweating. Monitoring the
amount of exposure to natural sun-
light is more difficult than for solar
simulators. The vagaries of each envi-
ronment together with the changes In
solar altitude with time make timing
solar exposure inexact for determing
total erythemic exposure. If solar ex-
posures based on time are utilized, the
results of 1 day's testing probably
cannot be duplicated on another day.

Recently, the Robertson-Berger
meter (R-B meter) (ref. 2) has proved
successful in monitoring and reproduc-
ing solir erythemic exposures (ref. 3).
An instrument of this type Is recom-
mended for monitoring all outdoor
studies. Other recording radiometers
are in use which permit continuous
measurement of the sun's intensity In
J/m 2 (ref. 4).

The R-B meter records a measure of
the cumulative amount of UV radi-
ation that passes through Its filters
and photosensors after each 30-minute
interval. Such 30-minute recordings
may range from 0 to slightly over
1,000 depending on the geographical
location and the meteorological condi-
tions prevailing at the test location. A
count of approximately 400 Is estimat-
ed to produce one MED on the "typi-
cal" Caucasian skin.

5. General guidelines for all testing
procedures.-a. Selection of test sub-
jects (male and female). Only fair-skin
volunteers with skin types I, II, and
III, using the following guidelines,
should be selected:

SELECTnon OF FrAIn-SIxn SUJECTS

Skin Type and Sunburn and Tanning
History I

I-Always burns easily; never tans (sensi-
tive).

II-Always burns easily, tans minimally
(sensitive).

III-Burns moderately; tans gradually (light
brovm) (normal).

'Based on first 30 to 45 minutes sun expo-
sure after a winter season of no sun expo-
sure.
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IV-Burns minimally always tans well
(moderate brown) (normal).

V-Rarely burns; tans profusely (dark
brown) (insensitive). "

VI-Never burns deeply -pigmented (insensi-
tive).

A medical history will be obtained
froni each volunteer with emphasis on
the effects of sunlight on his/her skim
To be ascertained are the general
health of the individual, the individ-
ual's slkin type (I, I, or III), whether
the individual is taking medication,
topical or systemic, that is known to
produce abnormal sunlight responses,
e.g., declomycin or chlorpromazine,
and whether the individual is subject
to any abnormal responses to sunlight,
such as a phototoxic or photoa~lergic
response.

b. -'est site inspection. 'The physical
examination should determine the
presence of sunburn, suntan, scars,
active dermal lesions, and uneven skin
tones on the areas -of the back to be
tested. The presence of nevi, blem-
ishes, or moles will be acceptable if in
the physician's judgment they will not
interfere with the study results.
Excess hair on the back is acceptable
if the hair is clipped or shaved.

Some investigators have found a re-
flectometer useful to ensure uniform-
ity of skin tone to the average skin re-
flectance in the test areas. Reflectance
readings should mot vary by more than
5 percent (refs. 4 and 5).

c. Informed. consent Legally effec-
tive written informed consent must be
obtained from each individual.

d. Tet site delineation.-(1) Test site
area. A test site area serves as an area
for determining the subject's MED
after application of either the sun-
screen standard or the test sunscreen
product, or for determining the sub-
ject's IED when the skin is unpro-
tected (control site). The area to be
tested is the back between the beltline
and the shoulder blade (scapulae) and
lateral to the midline. The test site
areas may be horizontal or vertical,
and rectangular or square. Depending
upon the test scheme, each test site
area for applying a product or stand-
ard control should be a minimum of 50
cmi, e.g., 5x10 cm. The test sites are
outlined with ink. If the person is to
be tested in an upright position, the
lines should be drawn on the skin with
the subject upright. If the subject is to
be tested while prone, the markings
should be made with the subject
prone. Change of position between
marking and testing can change the
test area as much as 40 percent.

(2) Test subsite area. Each test site
area is-divided into at least three test
subsite areas that are at least 1 cm2 .
'Usually four or five subsites are em-
ployed. Each test subsite area within a
test -site area is subjected for a time In-
terval, in a series of time intervals, in
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which the test site area Is exposed for
the determination of the MED as de-
scribed below.

e. Application of test materials To
insure standardized reporting and to
define a product's SPY value, the ap-
plication of the product will be 'ex-
pressed on a weight basis per unit area
which establishes a standard film. The
Panel recommends that the test sun-
screen product and the sunscreen
standard application be 2 mg/cm 2 or 2
ul/cm2. For some products, lesser
amounts may be Justified based on in-
tended usage.

The specific gravity of the product is
determined according to standard
techniques. In testing situations, it Is
easier to accurately measure volumes
for applications. Most sunscreen prod-
ucts have a specific gravity near unity.
The 50 cm2 test site area previously
recommended above would require 100
mg of a product or 100 ul (assuming a
specifc gravity of 1 to obtain a stand-
ard 2 mg/cmr2 test application.

For oils and most lotions, the viscos-
ity is such that the material can be ap-
plied with a volumetric syringe. For
creams, heavy gels, and butters, the
product is warmed slightly so that it
can be applied volumetrcaly. On
heating, care must be taken so as not
to alter the product's physical charac-
teristics, especially separation of the
formulations. Pastes and ointments
should be velghed. then applied by
spreading on the test site Numerous
investigators have obtained more re-
producible results by spreading a prod-
uct using a finger cot than by spread-
ing with a glass or plastic rod.

f. Waiting period. Before exposing
the test site areas ufter applying a
product, a waiting period Is employed.
This waiting period wml1 be at least 15
minutes, or depending upon the prod-
uct's labeling to the consumer, the
waiting period before testing will be
the amount of time specified on the la-
beling.

g. Number of subjects. The Panel rec-
ommends that groups of at least 20
subjects be used for each test panel.
One reason for the panel's decision Is
that the IED testing Is done in 25
percent increments of exposure. The
25 percent exposure increments are
reasonably close to the standard devi-
ations observed In test results (ref. 5).
The standard error for a 20-subject
test panel would be 25 percent divided
by, the square root of 20, Le.,

Standard error=[25 percent)N20
The Panel agreed that a sunscreen

product categorizes itself If the mean
of the SPF test values fall within the
limits of a PCI) as described elsewhere
In this doecument (see part II, para-
graph A.7. above-Categories of sun-
screen products.) The standard error
should not exceed ± 5 percent of the
mean. An appropriate number of addl-
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tional subjects should be used to de-
termine the -PCD, if a PCD does not
fall within the limits of the standard
error.

6. SpeciFic guidelines for all testing
procedures. The Panel has provided
the following table of specific testing
procedures which are discussed more
fully below.

Summary of Sutncreen Testing Procedure
for Deteminin Prodzt labeling

1 pj oPtC t UIh?' Towa test
soace ttne cn)

EPpValue A

Swcat P-can • A Z0
Waler R.LarUc, A 40
Waterproof A ED

1Artil±:l l1Zht zomcm. N1qesnrul ht
zaetn=-

lvarizbl-^

The Panel has not proposed tests to
determine if a sunscreen product Is-
water resistant, sweat resistant or wa-
terproof, using a natural light source
(sunlight), for several reasons.

There are three major difficulties
with testing sunscreen products out-
doors for water xesIstance, sweat resis-
lance, and waterproof claims. These
are the lack of protection of the sub-
ject's untreated skin against sunburn.
during the long exposures, the deter-
mination of the quantity of sunligh
striking the skin when immersed and
penetrating the wet stratum corneum,
and the maintenance of the protective
template on the test site during water
rinersion. The bxposed skin outside

the test sites can be protected by ap-
plying sunscreens between water in-
mersions. Wet clothing usually trans-
mits significant amounts of UVL.

The Panel believes the testing of
sunscreen products for water resis-
tance, sweat resistance, and water-
proof claims Is easier and more repro-
ducible in an indoor pool. The Panel
believes that water immersion is a
more severe test of a sunscreen prod-
uct than Is zweating. It, therefore, rec-
ommends that the claim "Resists re-
moval by sweating" Is appropriate if
the product proves water resistant or
waterproof In the tests described
below.

Because of the difficulties inherent
In sunlight water resistance, water-
proof and sweat resistance testing for
substantivity discussed above, the
Panel does not recommend that this
method of testing be required. It does
recommend that ways to test for sub-
stantivity of sunscreen products
against water Immersion and during
copious sweating in natural sunlight
be developed.

a. Determination of &PF value using
artificial light source. -This test deter-
mines the 8FF value of a sunscreen
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product after UV-A and UV-B irradia-
tion of the skin.

A series of UV light exposures (units
of time) are administered to'the sub-
sites on each volunteer with the "solar
simulator. One series of exposures is
administered to the untreated, unpro-
tected skin to determine the volun-
teer's inherent MED. The time inter-
vals selected are a geometric series
represented by (1.25)", where in each
exposure time interval is 25 percent
greater than the previous time. The
reason for using the geometric se-
quence of UV exposure is to maintain
the same relative uncertainity (ex-
pressed as a constant percentage), in-
dependent of the volunteer' sensitivity
to UV light, regardless of whether the
subject has.a high or low MED. One
example is the time intervals of 1, 1.25,
1.56, 1.96, and 2.44 minutes. This series
would be suitable for a normal person
exposed to the 150-watt xenon lamp
solar simulator. Usually, the ED of a
person's unprotected skin is deter-
mined the day prior to testing a prod-
uct.

The protected test sites (standard
and/or test sunscreen product) usually
are exposed to UV light the next day.
The exact series of exposures to be
given is determined by the ED of
the unprotected skin. For example, for
the 8 percent homosalate standard
sunscreen with an SPF of 4, the time
intervals to be selected-are 4, 5, 6.24,
7.84, and 9.76 minutes for a person
with an MED of 1.56 minutes on the
unprotected skin.

Specifically, what is needed is a
series of exposures of the sites in
which the lower exposure times pro-
duce no effect on the skin. Also, at 16
to 24 hours later, the longer exposure
times should produce light and moder-
ately red exposure sites. The ED is
the time of exposure that produces
the minimally perceptible erythema at
16 to 24 hours postexposure. The SPF
of the test sunscreen is then calculat-
ed from the exposure time interval re-
quired to produce the MED of the pro-
tected skin, and from the exposure
time interval required to produce the

ED of the unprotected skin (control
site), i.e.,
SPF value=Exposure time interval (MED

(PS)/Exposure time Interval (MED
(US).)

b. Determination of SPF value using
natural light source (sunlight). This
test determines the SPF value of a
suncreen product in sunlight.

Applications will dry in at least 15
minutes or longer as specified on the
labeling. Common practice utilizes an
opaque template or grid of opaque ma-
terials to cover the test sites to control
the time exposures of the subsites to
the sun after the product has dried.
The remainder of the back is covered
with heavy toweling or other opaque

materials when a suncreen is applied
to the exposed parts of the subject's
skin during the test. The subject will
lie in the prone position in direct sun-
light for a predetermined period of
time. The day of sun exposure may
not be the same for all subjects. How-
ever, sun exposure of individual sub-
jects will be completed during one con-
tinuous exposure period. Sun exposure
of all subjects must be completed
within 2 weeks for any one test and
must be conducted at the same geo-
graphical location for any one test.
During each exposure, the sun intensi-
ty will be measured continuously by a
recording radiometer or a recording
R-B meter. Empirically, approximate-
ly 6 x 106 Joules/M 2, as measured by a
recording radiometer, will evoke 1
MED in skin types I and II subjects
when read 16 to 24 hours later. Using
the recording-R-B meter, 400 counts
are equivalent to 1 MED in skin type
III subjects (ref. 3), and MED's as low
as 200 counts may be expected of skin
type I. Duration of sun exposure will
be documented in Joules/m 2 or in R-B
counts. Temperature and humidity
will be measured in R-B meter counts.
Temperature and humidity will be
measured at the beginning, the end,
and at the maximal sun intensity for
the exposure period. Descriptive com-
ments about wind and cloud condi-
tions will be made at times, but the
primary measure of variations in cloud
cover during exposure will be the con-
tinuous radiometer or R-B meter
reoord.

At preestablished exposure times as
determined by the meter reading, the
subsite areas of the test site area will
be exposed so that graded exposures
will be obtained. Identical sequence of
exposures will be administered to all
test sites. -

The Panel has reviewed several sug-
gested test protocols of varying design
that effectively determine the SPF of
a sunscreen product. One example test
protocol follows. If assumes a subject
of skin type I with an MED of 15 min-
utes, 4.5 x 106 Joules/m 2, or 300 R-B
meter counts (ref. 3). The study is a
controlled test of a sunscreen product,
a standard sunscreen product, and an
untreated control.

With the protective template in
place, the approximate dose of sun ex-
posure of individual subsites within
the treated and unprotected test sites
were as follows:

Robertson-Berger Meter Counts (exposure
Count Intervals) (Ref. 3). 160, 213, 283, 376,
501, 666, and 886.

The R-B meter count intervals se-
lected are a geometric series represent-
ed by (1.33)n, wherein each exposure
count interval is 33 percent greater
than the previous exposure count in-
terval. For the unprotected subsite,
usually a miximum of 800 R-B meter

counts assures 3 MED's In skin types I
and II, and 2 MED's In normal skin
type III subjects. Greater exposures
increase the risk of severe sunburn,
but provide little additional useful
data.

For test and standard sunscreen
products with different SPF values,
the dose of exposure will vary accord.
ingly. Often a pilot study Is performed
in three to six subjects to obtain the
approximate SPF of a new product.

The SPF value of the test sunscreen
using the R-B meter Is calculated as
follows:
SPF value=exposure count interval (MED

(PS))/exposure count Interval (MED
(US)).

c. Determination of sweat resistance
using artifical light source. This test
determines the sweat resistance and
substantivity of a sunscreen product
after 30 minutes of copious sweating
to substantiate the claim of sweat re-
sistance. The claim as appropriate will
be allowed if the sunscreen product re-
tains the same PCD, as described else-
where in this document,- after the
sweat test as before the sweat test.
(See part II. paragraph A.7. above-
Categories of sunscreen products.)

The Panel concludes that a 30-
minute period of copious sweating in-
duced under controlled environmental
conditions is an appropriate test for
determinng sweat resistance and sub-
stantivity claims of a sunscreen prod-
uct. If a subject falls to sweat profuse-
ly, he will be dropped from the study
and another subject selected. The
MED of the unprotected test site area
on- each subject Is determined using
the solar simulator. Usually the next
day, the SPF of the test sunscreen
product Is determined for each subject
using the solar simulator. The same
day or the next day the test sunscreen
product Is applied. The subjects sit
quietly in a controlled environment at
a temperature of 35 to 38' C (95 to
100" F ) and a relative humidity of 70
to 80 percent. To prevent evaporative
cooling of the skin with resulting de-
creased sweating, there should be little
air movement. A few subjects may re-
quire an air temperature of 105' F,
with a relative humidity of 60 percent.
For safety purposes, older persons
should not be used. All subjects ex-
posed to heat stress should have their
pulse and temperature taken every 15
minutes. If a subject's pulse exceeds
160 counts per minute, and oral tem.
perature of 38.9' C (102' F) or a rectal
temperature of 39.2' C (102.50 F ), the
subject's participation must stop.

The 30-minute test period begins
when the subject starts to sweat pro-
fusely, drops or rivulets of sweat run-
ning down the test site. Most subjects
will sweat profusely within 10 minutes,
but a few may take up to 20 minutes
to develop copious sweating. After the
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30-minute period of heavy sweating.
the subject leaves the controlled envi-
ronment, permits the test site area to
air dry, and then the postsweating
SPF of the sunscreen product is deter-
mined. The test sunscreen product
must permit delivery of sweat through
the film. No standard sweat resistant
product is available as yet.

If the test sunscreen product retains
the same PCD after the sweat test as
before the sweat test, the claim of
"sweat resistant" will be allowed.

d. Determinating if a sunscreen is
water resistant or waterproof using ar-
tifical light source. This test deter-
mines the water resistance of a sun-
screen product after 40 minutes of
moderate activity (swim and play ac.
tivity) in water (swimming pool) to
substantiate the claim of water resis-
tance, and after 80 minutes of moder-
ate activity to substantiate the claim
of waterproof. The claims as appropri-
ate will be allowed if the sunscreen
product retains the same PCD, as de-
scribed elsewhere in this document,
after the test as before the test. (See
part II., paragraph A.. above-Cate-
gories of sunscreen products.) Because
it is impossible to produce even, con-
trolled sweating among individuals,
the Panel recommends, that the claim
"resists removal by perspiration" is ap-
propriate if the product proves water
resistant or waterproof in the water
test. The Panel believes that water im-
mersion is a more severe test of a sun-
screen product than is sweating.

No water resistant or waterproof
standard sunscreen product is availa-
ble; so astandard sunscreen product is
not used in the test.

The Panel -concludes that a 20-
minute period of moderate activity in

-the water in a swimming-pool after
the application of the test sunscreen
product, followed by a 20-minute rest
period, then a second 20-minute period
of moderate activity is an appropriate
test for determining water resistance
and substantivity claims of a sun-
screen product. The test site areas are
then exposed to the solar simulator.
The pool and air temperature and the
relative humidity should be recorded.
A sample schedule of a water test for a
water-resistant sunscreen product is as
follows:

9:30-Apply sunscreen product (followed
by the waiting period after application of
the sunscreen product indicated on the
product labeling).

10:00-20 minutes moderate activity.
10:20-Rest period
10:40-20 minutes moderate activity
11:00-Conclude water test (air dry test

sites without toweling).
11:10-Begin solar simulator exposure to

test site area in the manner described above.

A sample schedule of a water test for
a waterproof sunscreen product is as
follows:

9:30-Apply sunscreen product (followed
by the waiting period after application of
the sunscreen product indicated on the
product labeling).

10:00-20 minutes moderate activity.
10:20-Rest period.
10:40-20 minutes moderate activity.
11:00-Rest period..
11:20-20 minutes moderate activity.
11:40-Rest period.
12:00-20 minutes moderate activity.
12:20-Conclude water test (air dry test

sites without toweling).
12:30-Begin solar simulator exposure to

test sites in the manner described above.
Sunscreen active ingredients dissolve

much more slowly in seawater than in
freshwater because seawater contains
about 3 percent salts. Therefore, a
freshwater pool (21 to 32 C) should be
used. The Panel recommends that this
substantivity test should be conducted
in an indoor pool to diminish the risk
of exposure to natural sunlight during
the conduct of the test, especially in
skin types I and IL.

The solar simulator-exposed test site
areas are read at 16 to 24 hours after
exposure determine the SPF for the
subjects as described above. The Panel
believes that a sunscreen product that
can withstand 80 minutes of water Im-
mersion can reasonably claim to be
waterproof. The Panel chose the 20-
minute water periods because some
unpublished marketing data revealed
that the average person goes into the
water 3.6 times fbr an average dura-
tion of 21 minutes per immersion at
the beach or pool (ReL 4).

7. Response criteria. After UVL ex-
posure to natural or artificial sources
is completed, all immediate responses
are recorded. These include several
types of typical responses such as the
following:.

a. An immediate darkening or tan-
ning, typically grayish or purplish in
color, fading in 30 to 60 minutes, and
attributed to photo-oxidation of exist-
ing melanin granules;

b. Immediate reddening, fading rap-
idly, and viewed as a normal response
of capillaries and venules to heat, visi-
ble and infrared radiation; and

c. An immediate generalized heat re-
sponse, resembling prickly heat rash,
fading in 30 to 60 minutes, and appar-
ently caused by heat and moisture
generally irritating to the skin's sur-
face.

After the immediate responses are
noted, each subject shields the ex-
posed area from further UV radiation
for the remainder of the test day. The
MED is determined 16 to 24 hours
after exposure.

Specifically, these tests depend upon
determining the light energy corre-
sponding to a minimally perceptible
erythema of a subject's skin at 16 to
24 hours postexposure for each series
of exposures. To determine the MED.
somewhat more intense erythemas

usually must also be produced. The
goal Is to have some exposures that
produce absolutely no effect, while of
those exposured that produce an
effect, the maximal exposure should
be no more than twice the total
energy of the minimal exposure. The
maximum exposure anticipated in
these tests corresponds to what most-
Individuals would describe as a light to
moderate sunburn.

8. Rejection of test data. These tests
occasionally fail. and must be discard-
ed. There are only the following two
technical reasons for rejection of test
data:

a. Sometimes the exposure series
falls to elicit an MED response on
either the treated or unprotected skin
sites. In either event, that test is a
technical failure and must be discard-
ed. If the subject reacts to one or more
exposure on the unprotected control
site, but not on the treated site, then a
minimal estimate of the SPF can be
obtained.

b. The responses on the treated sites
are randomly absent, which indicates
the product was not spread evenly.
Therefore, no assessment of protec-
tion is possible.

9. Treatment of data. The SPF value
will be calculated for each test of a
sunscreen product as follows:

a. Calculation of the SPF value from
data obtained in tests using a solar
simulator. The measurement units in
tests using a solar simulator to obtain
MED's for calculation of the SPF
value are time units, usually seconds.
The following Is an example of the cal-
culation of the SPF value from MED's
obtained using a solar simulator.
SPF value =Exposure time interval

(MEDMPS))/WEXposure time interval
(MED(US))

SPF value=180 seconds (MEDCPS))60 sec-
onds (MED(US))

Therefore. the SPF value=3.

The PCD for a sunscreen product
with an SPF value of 3 would be cate-
gorized as a minimal sun protection
products because the SPF value of 3 is
more than a value of 2 and less than
an SPF value of 4.

b. Calculation of the SPF value from
data obtained in tests using a record-
ing radiometer or a Robertson-Berger
meter-l) Recording radiometen The
measurement units in tests using a re-
cording radiometer are energy units,
Joules/m . The following is an exam-
ple of the calculation of the SPF value
from MED's obtained using a record-
ing radiometer.
SPP value=Joules/m 2 (MEDCPS))/oules/

m cMEDUS))
SPF value=28x10 Joules/m2 (MED(PS))/

6x10 &Joules/m (MED(US)),
Therefore, the SPF value=4.6.
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The PCD for a sunscreen product
with an SPF value of 4.6 would be cat-
egorized as a moderate sun protection
product because the SPF value of 4.6
is more than a value of 4 and less than
an SPF value of 6.

(2) Robertson-Berger moter (R-B
meter). The measurement units in
tests using a Robertson-Berger meter
are counts. The following is an exam-
ple of the calculation of the SPF value
from MED's obtained using a Robert-
son-Berger meter:
SPF value =Exposure count interval

(MED(PS))/Exposure count interval
(MED(US))

SPF value=2,600 counts (MED(PS))/400
counts (M=D(US))

Therefore, the SPF value=6.5.
The PCD for a sunscreen product

with an SPF value of 6.5 would be cat-
egorized as an extra sun protection
product because the'SPF value of 6.5
is more than a value of 6 and less than
an SPF value of 8.
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The Food and Drug Administration

has determined that this document
does not contain an agency action cov-
ered by 21 CFR 25.1(b) and considera-
tion by the agency of the need for pre-
paring an environmental impact state-
ment is not required.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 201, 502,
505, 701, 52 Stat. 1040-1042 as amend-
ed, 1050-1053 as amended, 1055-1056
as amended by 70 Stat. 919 and 72
Stat. 948 (21 U.S.C. 321, 352, 355, 371)
and the Administrative Procedure
Acts (sees. 4, 5, and 10, 60 Stat. 238
and 243 as amended (5 U.S.C. 553, 554,
702, 703, 704) and under authority del-
egated to him (21 CFR 5.1)), the Com-
missioner proposes that subchapter D
of chapter I of title 21 of the Code of
Federal Regulations be amended by
adding new part 352, to read as fol-
lows:

PART 352-SUNSCREEN PRODUCTS FOR
OVER-THE-COUNTER HUMiAN USE

Subpart A-General Provisions

Sec.
352.1' Scope.
352.3 Definitions.

Subpart B-Actlve Ingredients

352.10 Sunscreen active ingredients.

352.20 Combinations of sunscreen active
ingredients.

Subpart C-iTcsting Procedures

352.40 Standard sunscreen.
352.41 Light source and light monitoring.
352.42 General testing procedures.
352.43 Determination of SPF value using

artificial light source.
352.44 Determination of SPF value using

natural light source (sunlight).
352.45 Determination of sweat resistance

using artifical light source.
352.46 Determination if a sunscreen is

water resistant or waterproof using arti-
ficial light source.

Subpart D-Labeling

352.50 Labeling of sunscreen products.

AuTHOPrnY: Sees. 201, 502, 505, 701, 52
Stat. 1040-1042 as amended, 1050-1053 as
amended, 1055-1056 as amended by 70 Stat.
919 and 72 Stat. 948 (21 U.S.C. 321, 352, 355,
371) (5 U.S.C. 553, 554, 702, 703, 704).

Subpart A-General Provisions

§ 352.1 Scope.
An over-the-counter sunscreen prod-

uct in a form suitable for topical ad-
ministration is generally recognized as
safe and effective and is notimisbrand-
ed if it meets each of the following
conditions and each of the general
conditions established in § 330.1 of this
chapter.

§ 352.3 Definitions.
(a) Product category designation

(PCD). A labeling designdtion for sun-
screen products to aid in selecting the
type of product best suited to the indi-
vidual's complexion (pigmentation)
and desired response to ultraviolet
(UV) light.

(1) Mineral sun protection product.
Sunscreen products that provide an
SPF value of 2 to under 4, and offer
the least protection, but permit sun-
tanning.

(2) Moderate sun protection product.
Sunscreen products that provide an
SPF value of 4 to under 6, and offer
moderate protection from sunburning,
but permit some suntanning.

(3) Extra sun protection product.
Sunscreen products that provide an
SPF value of 6 to under 8, offer extra
protection from sunburning, and
permit limited suntanning.

(4) Maximal sun protection product.
Sunscieen products that provide an
SPF value of 8 to under 15, offer maxi-
mal protection from sunburning, and
permit little or no suntanning.

(5) Ultra sun protection product.
Sunscreen products that provide an
SPF value of 15 or greater, offer the
most protection from sunburning, and
permit no suntanning.

(b) Sunscreen active ingredient. An
active ingredient that absorbs at least
85 percent of the light in the UV
range at wavelengths from 290 to 320
nanometers, but transmits UV light at

wavelengths longer than 320 nano-
meters. Such agents permit tanning In
the average individual and also permit
some reddening (erythema) without
pain.

(c) Sunscreen opaque sunblock, An
opaque sunscreen active ingredient
that reflects or scatters all light in the
UV and visible range at wavelengths
from 290 to 777 nanometers and there-
by prevents or minimizes suntan and
sunburn.

(d) Sun protection factor (SPF)
value An SPF value Is defined as the
DV energy required to produce a mini-
mal erythema dose (MED) on protect.
ed skin divided by the UV energy re-
4iulred to produce a MED on unpro-
tected skin. In effect, the SPF value is
the reciprocal of the effective trans.
mission of the product viewed as a
light filter. The SPF value may also be
defined by the following ratio:

SPF value=MED (protected skin (PS)/MED
(unprotected skin (US)).

Where MED (PS) is the minimal
erythema dose for protected skin after
application of 2 milligrams per square
centimeter or 2 microliters per square
centimeter of the final formulation of
the sunscreen product, and MED (US)
is the minimal erythema dose for un-
protected skin, I.e., skin to which no
sunscreen product has been applied.

Subpart B-Active Ingredients

§ 352.10 Sunscreen active Ingredients,

The hctive ingredients of the prod-
uct consist of the following when used
within the topical dosage limits estab-
lished and the finished product pro-
vides a minimum SPF value of not less
than 2 as measured by the testing pro-
cedure in subpart C of this part:

Aminobenzoic acid 5 to 15 percent.
Cinoxate I to 3 percent.
Diethanolamine p-methoxycnnamate 8 to

10 percent.
Digalloyl trioleate 2 to 5 percent.
Dioxybenzone 3 percent.
Ethyl 4-[bis(hydroxypropyl)] aminoben-

zoate 1 to 5 percent.
2-Ethylhexyl 2-cyano-3, 3-diphenylacry-

late 7 to 10 percent.
Ethylhexyl p-methoxyclnnamate 2.0 to 7.5

percent.
2-Ethylhexyl sallcylate 3 to 5 percent.
Glyceryl aminobenzoate 2 to 3 percent.
Homosalate 4 to 15 percent.
Lawsone 0,.25 percent with dlhydroxyace-

tone 3 percent.
Menthyl anthranillate 3.5 to 5 percent.
Oxybenzone 2 to 6 percent.
Padimate A 1 to 5 percent.
Padimate 0 1.4 to 8.0 percent,
2-Phenylbenzimidazole-5-sulfonic acid I to

4 percent.
Red petrolatum 30 to 100 percent.
Sullsobenzone 5 to 10 pertent.
Titanium dioxide 2 to 25 percent.
Triethanolamine sallcylate 5 to 12 per.

cent.
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§ 352.20 Combinations of sunscreen active
ingredients.

Two or more sunscreen active ingre-
dients identified in § 352.10 may be
combined within "the topical dosage
limits established: Provided, The fin-
ished product provides a minimum
SPF value of not less than 2 as meas-
ured by the testing procedures in sub-
part C of this part.

Subpart C-Testing Procedures

§ 352.40 Standard sunscreen.
(a) Laboratory validation. A stand-

ard sunscreen shall be used concomi-
tantly in the testing procedures for de-
termining the SPF value of a sun-
screen product to assure the uniform
evaluation of sunscreen products. The
standard sunscreen shall be an 8 per-
cent homosalate preparation with a
mean SPF value of 4.24 (standard de-
viation=1.14).

__(b) Preparation of the standard ho-
mosalate sunscreen. The standard ho-
mosalate sunscreen is prepared from
two different preparations (prepara-
tion A and preparation B) with the
following compositions:

CoMPosION OF PREPARATION A AND
PRARATIoN B-oF THE STANDARD SUNScREEN

PREPARATION A

Ing edients Percent by
weight

Hmosaate .. ................. . 8.00
White petrolatum 2.00
Stearic acid. 3.00
stearyl alcohol ... 2.00.
Propylparaben . ........ 0.015

PREPARATION B

Methylparaben-- .......... 0.025
"Sequestrene Na, (EDTA disodiumn) .. 0.05
Sodium lauryl sulfate _ _ 0.50
Propylene glycol 12.00
Purified water US.P. . ... ..... 72.41

Preparation A and preparation B are
heated separately to 77 to 82* C with
constant stirring until the contents of
each part are solubilized. Add prepara-
tion A slowly to preparation B while
stirring. Continue stirring until the
emulsion formed is cooled down to
room temperature (15 to 30 C). Add
sufficient purified water to obtain 100
grams of standard sunscreen prepara-
tion.

(c) Assay of the standard homosalate
sunscreen. Assay the standard homo-
salate sunscreen preparation by the
following method to ensure proper
concentration

(1) Preparation of. the assay solvent
The solvent consists of 1 percent gla-
cial acetic acid (V/V) in denatured
ethanol. The denatured ethanol
should not contain a UV absorbing de-
naturant.

(2) Preparation of a I percent solu.
tion of the standard homosalate sun-
screen preparation. Accurately weight
1 gram of the standard homosalate
sunscreen preparition into a 100 milli-
liter volumetric flask. Add 50 milliliter
of the assay solvent. Heat on a steam
bath and mix well. Cool the solution
to room temperature (15 to 30" FC).
Then dilute the solution to volume
with the assay solvent and mix well .to
make a 1 percent solution.

(3) Preparation of the test solution
(1:50 dilution of the I percent solu-
tion). Filter a portion of the 1 percent
solution through number 1 filter
paper. Discard the first 10 to 15 millli-
ters of the filtrate. Collect the next 20
milliliters of the filtrate (second col-
lection). Add 1 milliliter of the second
collection of the filtrate to a 50 millili-
ter volumetric flask. Dilute this solu-
tion to volume with assay solvent and
mix well. This is the test solution (1:50
dilution of the 1 percent solution).

(4) Spectrophotometric determina-
tion. The absorbance of the test solu-
tion is measured In a suitable double
beam spectrophotometer with the
assay solvent and reference beam at a
wavelength near 306 nanometers.

(5) Calculation of the concentration
of homosalate. The concentration of
homosalate is determined by the fol-
lowing formula which takes into con-
sideration the absorbance of the
sample of the test solution, the dilu-
tion of the 1 percent solution to pre-
pare the test solution (1:50), the
weight of the sample of the standard
homosalate sunscreen preparation (1
gram), and the standard absorbance
value (172) of homosalate as deter-
mined by averaging the absorbance of
a large number of batches of raw ho-
mosalate:
Concentration of homosalate-absorbance

x 50 x 100/1 x 172=pcrcent concentra-
tion by weight.

§352.4i Light source and light monitor-
ing.

(a) Artificial light source (solar sim-
ulator). A solar simulator for sun-
screen testing shall be defined as a
light source having continuous emis-
sion spectrum in the UV-B (290 to 320
nanometers) with less than 1 percent
of its total energy contributed by non-
solar wavelengths (wavelengths
shorter than 290 nanometers) and not
more than 5 percent of Its erytheml-
cally effective energy contributed by
nonsolar wavelengths. The instrument
must be monitored periodically to
assure that It delivers the appropriate
spectrum.

(b) Natural light source (sunlight).
Sunlight more closely approximates
the actual ways the sunscreen product
will be used by the consumer. The test
subject is exposed simultaneously to
the full solar spectrum. However. un-
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controllable variables In outdoor test-
Ing include vagaries of the weather,
chaiging cloud cover, changing radi-
ation intensity with time, changing
sun angle to the body surface with
time, and variable heat-induced sweat-
Ing. A suitable meter should be used
for monitoring all outdoor studies.

§ 352.42 General testing procedures.
(a) Selection of test subjects (male

and female). Only fair-skin volunteers
with skin types I, 3I, and I using the
following guidelines shall be selected:

SLECTIOn Or FAR SX SURJECTS

Skin Type and Sunburn and Tanning
History'

I-Always burns easily; never tans (sensi-
tive).

1l-Always burns easily; tans minimally
(sensitive).

HI-Burns moderately; tans gradually (light
brown) (normal).

IV-Burns minimally, always tans well
(moderate brown) (normal).

V-Rarely burns; tans profusely (dark
brown) (insensitive).

VI-Never burns: deeply pigmerted (insensi-
tive).

A medical history shall be obtained
from each volunteer with emphasis on
the effects of sunlight on their skin.
To be ascertained are the general
health of the individual, the individ-
ual's skin type (I, II, or I), whether
the individual is taking medication,
topical or systemic, that is known to
produce abnormal sunlight responses,
and whether the individual is subject
to any abnormal responses to sunlight,
such as a phototoxic or photoallergic
response.

(b) Test site inspection. The physical
examination shall determine the pres-
ence of sunburn, suntan, scars, active
dermal lesions, and uneven skin tones
on the areas of the back to be tested.
The presence of nevi, blemishes, or
moles will be acceptable if in the phy-
sician's judgment they will not inter-
fere with the study results. Excess
hair on the back is acceptable if the
hair Is clipped or shaved.

(c) Informed consent. Legally effec-
tive written informed consent must be
obtained from each individual.

d) Test site delineation.- (1) Test
site area. A test site area serves as an
area for determining the subject's
MED after application of either the
sunscreen standard or the test sun-
screen product, or for determining the
subject's M when the skin is unpro-
tected (control site). The area to be
tested shall be the back between the
beltline and the shoulder blade (scapu-
lae) and lateral to the midiine. Each
test site area for applying a product or
the standard sunscreen shall be a
minimum of 50 square centimeter, e.g.,

'Based on first 30 to 45 minutes sun expo-
sure alter a winter season of no sun expo-
sure.
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5 x10 centimeter. The test site areas
are outlined with ink. If the person is
to be tested in an upright positior, the
lines shall be drawn on the skin with
the subject upright. If the subject is to
be tested while prone, the markings
shall be made with the subject prone.

(2) Test subsite area. Each test site
area shall be divided into at least 3
test subsite areas that are at least 1
square centimeter. Usually 4 or 5 sub-
sites are employed. Each test subsite
are within a test site area is subjected
for a time interval, in a series of time
intervals, in which the test site area is
exposed for the determination of the
MVED.

(e) Application of test materials. To
insure standardized reporting and to
define a product's SPF value, the ap-
plication of the product shall be ex-
pressed on a weight basis per unit area
which establishes a standard film.
Both the test sunscreen product and
the standard sunscreen application
shall be-2 milligrams per square centi-
meter or 2 microliters per square
centimeter. For oils and most lotions,
the viscosity is such that the material
can be applied with a volumetric sy-
ringe. For creams, heavy gels, and but-
ters, the product shall be warmed
slightly so that it. can be applied volu-
metrically. On heating, care shall be
taken so as not to alter the product's
physical characteristics, especially sep-
aration of the formulations. Pastes
and ointments shall be weighed, then
applied by spreading on the test site
area. A product shall be spread by
using a finger cot.

(f) Waiting period. Before exposing
the test site areas after applying a
product, a waiting period of at least 15
minutes is required.

(g) Number of subjects. Groups of at
least 20 subjects shall be used for each
test panel. A sunscreen product cate-
gorizes itself if the mean of the SPF
test values falls within the limits of a
PCD. The standard error shall not
exceed _! 5 percent of the mean. An
appropriate number of additional sub-
Jects shall be used. to determine the
PCD, if a PCD does not fall within the
limits of the standard error.

(h) Response criteria. After UVL ex-
posure to natural or artificial sources
Is completed, all immediate responses
shall be recorded. These include sever-
al types of typical responses such as
the following: An immediate darken-
ing or tanning, typically greyish or
purplish in color, fading in 30 to 60
minutes, and attributed to photo-oxi-
dation of existing melanin granules;
immediate reddening, fading rapidly,
and viewed as a normal response of
capillaries and venules to heat, visible
and Infrared radiation; and an immedi-
'ate generalized heat response, resem-
bling prickly heat rash, fading in 30 to
60 minutes, and apparently caused by
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heat and moisture generally irritating
to the skin's surface. After the imme-
diate responses are noted, each subject
shall shield the exposed area from fur-
ther UV radiation for the remainder
of the test day. The MED is deter-
mined 16 to 24 hours- after exposure.
Testing depends upon determining the
light energy corresponding to a mini-
mally perceptible erythema of a sub-
ject's skin at 16 to 24 hours postexpo-
sure for each series of exposures. To
determine the MED, somewhat more
intense erythemas must also be pro-
duced. The goal is to have some expo-
sures that produce absolutely no
effect, while of those exposures that
produce an effect, the maximal expo-
sure should be no more than twice the
total energy of the minimal exposure.

(i) Rejection of test data. Test data
shall be rejected if the exposure series
fails to elicit an MED response on
either the treated or unprotected skin
sites or if the responses on the treated
sites are randomly absent, which indi-
cates the product was not spread
evenly.
§ 352.43 Determination of SPF value

using artificial light source.
A series of UV light exposures (units

of time) are administered to the sub-'
site areas on each volunteer with a
solar simulator. One series of expo-
sures shall be administered to the un-
treated, unprotected skin to determine
the volunteer's inherent MED. The
time intervals selected shall be a geo-
metric series represented by (1.25)",
wherein each exposure time interval is
25 percent greater than the previous
time to maintain the same relative un-
certainty (expressed as a constant per-
centage), independent of the volun-
teer's sensitivity to UV light, regard-
less of whether the subject has high
or low MED. One example is the time
intervals of 1, 1.25, 1.56, 1.96, and 2.44
minutes. This series would be suitable
for a normal person exposed to the
150-watt xenon lamp solar simulator.
Usually, the MEED of a person's unpro-
tected skin is determined the day prior
to testing a product. The protected
test sites -(standard sunscreen and/or
test sunscreen product) usually are ex-
posed to UV light the next day. The
exact series of exposures to be given
shall be determined by the MED of
the unprotected skin. For example, for
the 8 percent homosalate standard
sunscreen with an SPF value of 4.24,
the time intervals to be selected are 4,
5, 6.24, 7.84,-and 9.76 minutes for a
person with an MED of 1.56 minutes
on the unprotected skin. A series of
exposures of the sites in which the
lower exposure times produce no
effect on the skin is required. Also, at
16 to 24 hours later, the longer expo-
sure times should produce light and
moderately red exposure sites. The
MED is the time of exposure that pro-

duces the minimally perceptible eryth-
ema at 16 to 24 hours postexposure.
The SPF value of the test sunscreen is
then calculated from the exposure
time interval required to produce the
MED of the protected skin, and from
the exposure time interval required to
produce the VIED of the unprotected
skin (control site) as follows:
SPF value=Exposure time Interval (MED

(PS))/exposure time Interval (MED
(US))

§35Z.44 Determination of SPF value
using natural light source (sunlight).

An opaque template or grid of
opaque materials shall be used to
cover the test sites In order to control
the time exposures of the subsite
areas to the sun after the product has
dried. The remainder of the back shall
be covered with heavy toweling or
other opaque materials when a sun-
screen is applied to the exposed parts
of the subject's skin during the test.
The subject shall lie in the prone posi-
tion in direct sunlight for a predeter-
mined period of time. The day of sun
exposure may not be the same for all
subjects. However, sun exposure of In-
dividual subjects shall be completed
during one continuous exposure
period. Sun exposure of all subjects
shall be completed within 2 weeks for
any one test and shall be conducted at
the same geographical location for any
one test. During each exposure, the
sun intensity shall be measured con-
tinuously by a recording radiometer or
a recording Robertson-Berger meter.
Duration of sun exposure shall be doc-
umented in Joules per square meter or
in Robertson-Berger meter counts.
Temperature and humidity shall be
measured at the beginning, the end,
and at the maximal sun intensity for
the exposure period. Descriptive com-
ments about wind and cloud condi-
tions shall be made at times, but the
primary measure of variations in cloud
cover during exposure will be the con-
tinuous radiometer or Robertson-
Berger meter record. At preestablished
exposure times as determined by the
meter reading, the subsite areas of the
test site area shall be exposed so that
graded exposures will be obtained.
Identical sequence of exposures shall
be administered to all test sites. The
SPF value of the test sunscreen prod-
uct using the Robertson-Bergei meter
is calculated as follows:

SPF value=Exposure count Interval
(MED(PS))/Exposure count Interval
(MED(US))

§ 352.45 Determination of sweat resistance
using artificial light source.

A 30-minute period of copious sweat-
ing induced under controlled environ-
mental conditions shall determine
sweat resistance and substantivity
claims of a sunscreen product. A sub-
ject that falls to sweat profusely shall
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be dropped from the study and an-
other subject selected. The MED of
the unprotected test site area on each
subject shall be determined using the
solar simulator. Usually the next day,
the SPF of the test sunscreen product
is determined for each subject using
the solar simulator. The standard sun-
screen is not used in this test. The
same day or the next day the test sun-
screen product is applied. The subjects
sit quietly-in a controlled envirbnment
at a temperature of 35 to 38 C (95 to
1000 F) and a relative humidity-of 70
to 80 percent. To prevent evaporative
cooling of the skin-with resulting de-
creased sweating, there should be little
air movement. A few subjects may re-
quire an air temperature of 41" C (105"
F) with a relative humidity of 60 per-
cent. For safety purposes, older people
should not be used. All subjects ex-
posed to heat stress should have their
pulse and temperature taken every 15
minutes. If a subject's pulse exceeds
160 counts per minute, an oral tem-
perature of 38.9* C (102' F), or a rectal
temperature of 39.2° C (102.5' F), his/
her participation shall stop. The 30-
minute test period begins when the
subject starts to sweat profusely,
drops or rivulets of sweat running
down the test site. Most subjects will
sweat profusely within 10 minutes, but
a few may take up to 20 minutes to de-
velop copious sweating.- After the 30-
minute period of heavy sweating, the
subject leaves the controlled environ-
ment, permits the test site area to air
dry, and then the postsweating SPF of
the test sunscreen product is deter-
mined. The test sunscreen product
must permit delivery of sweat through
the film. If the test sunscreen product
retains the same PCD after the sweat
test as before the sweat test, the claim
6f "sweat resistant" will be allowed.

§§352.46 Determining if a sunscreen is
water resistant or waterproof using ar-
tificial light source.

The standard sunscreen is not used
in the tests. An- indoor fresh water
pool (23 to 32' C) shall be used in
these testing procedures.

(a) Procedure for testing the water
resistance of a sunscreen produtL A
20-minute period of moderate activity
in the water in a swimming pool after
the application of the test sunscreen
product followed by a 20-minute rest
period, then a second 20-minute period
of moderate activity shall be used to
determine the water resistance and
substantivity claims of a -sunscreen
product. The test site areas are then
exposed to the solar simulator. The
pool and air temperature and the rela-
tive humidity shall be recorded.

The following procedure shall be
used for the water resistance test:

(1) Apply sunscreen product (fol-
lowed by the waiting period after ap-

plication of the sunscreen product in-
dicated on the product labeling).

(2) 20 minutes moderate activity In
water.

(3) 20 minute rest period.
(4) 20-minutes moderate activity in

water.
(5) Conclude water test.(alr dry test

sites with6ut toweling).
(6) Begin solar simulator exposure to

test site areas in the manner described
above.

A sunscreen product that can with-
stand 40 minutes of water Immersion
may claim to be water resistant.

(b) Procedure for testing the water-
Proof claim of a sunscreen product.
The following procedure shall be used
for the waterproof test:

(1) Apply sunscreen product (fol-
lowed by the waiting period after ap-
plication of the sunscreen product in-
dicated on the product labeling).

(2) 20 minutes moderate activity in
water.

(3) 20-minute rest period.
(4) 20 minutes moderate activity in

water.
(5) 20-minutes rest period.
(6) 20 minutes moderate activity in

water.
(7) 20-minutes rest period.
(8) 20 minutes moderate activity In

water.
(9) Conclude water test (air dry test

sites without toweling).
(10) Begin solar simulator exposure

to test site areas in the manner de-
scribed above.
The solar simulator-exposed test site
areas shall be read at 16 to 24 hours
later to determine the SPF for the
subjects as described above. A sun-
screen product that can withstand 80
minutes of water immersion may claim
to be waterproof.

Subpart D-Labollng

§ 352.50 Labeling of sunscreen products
(a) Statement of identity. The label-

ing of the product contains the estab-
lished name of the drug(s) Identified
under § 392.10 and Identifies the prod-
uct as a "sunscreen-"

(b) Indications. The labeling of the
product contains a statement of the
indications under the heading
"Indication(s)" and is limited to one or
more of the following phrases:

(1) For all (minima, moderate,
extra, maximal, and ultra) sunscreen
products. (I) "Sunscreen to help pre-
vent sunburn."

(ii) "Filters (or screen) out the sun's
burning rays to prevent sunburn,"

(Ill) "Screens out the sun's harsh
and often harmful rays to prevent
sunburn."

(iv) "Overexposure to the sun may
lead to premature aging of the skin
and skin cancer. The liberal and regu-
lar use over the years of this product
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may help reduce the chance of these
harmful effects."

(v) "Overexposure to the sun may
lead to premature aging of the skin
and skin cancer. The liberal and regu-
lar use over the years of this product
may help reduce the chance of prema-
ture aging of the skin and skin
cancer."

(2) Additional indication In addi-
tion to the indications provided above
in § 352.50(b)(1). the following may be
used:

(I) For minimal sunscreen products:
(a) "Affords minimal protection
against sunburn."

(b) "Prolongs exposure time before
sunburn occurs."

(c) "Permits tanning (or suntanning)
and reduces chance of (or minimizes)
sunburning."
(d) "Helps prevent sunburn on limit-

ed exposure of untanned skin.-
(e) "Helps to protect the skin against

sunburn while permitting tanning."
() "Allows you to stay in the sun

two times longer than without sun-
screen protection."

(g) "Provides two times kour natural
protection from sunburn."

(11) For moderate sunscreen prod-
ucts. (a) "Affords moderate protection
against sunburn."

(b) "Prolongs exposure time before
sunburn occurs."

(a) "Permits tanning (or suntanning)
and reduces chance of (or minimizes)
sunburning."
(d) "Helps prevent sunburn on mod-

erate exposure of untanned skid."
(e) "Allows you to stay in the sun

four times longer than without sun-
screen protectlon."

W) "Provides four times your natural
protection from sunburn."

(IlI) For extra sunscreen products. (a)
"Affords extra protection against sun-
burn."

(b) "Prolongs exposure time before
sunburn occurs."
(c) "Permits limited tanning (or sun-

tanning) and reduces chance of (or
minimizes) sunburn."
(d) "Helps prevent sunburn."
(e) "For sun-sensitive skin."
W) "Extra protection against sun-

burn for blondes, redheads and fair-
skinned persons."
(g) "Allows you to stay in the sun six

times longer than without sunscreen
protection."

(h) "Provides six times your natural
protection from sunburn."

(iv) For maximal sunscreen prod-
ucts. (a) "Affords maximal protection
against sunburn."

b) "Prevents sunburn and limits
tanning."
(c) "For sun-sensitive skin."
(d) "Maximal protection against sun-

burn for blondes, redheads and fair-
skinned persons."
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(e) "Allows you to stay in the sun
eight times longer than without sun-
screen protection."

W1 "Provides eight times your natu-
ral protection from sunburn."

(v) For ultra sunscreen products. (a)
"Affords the most protection against
sunburn."

(b) "Prevents tanning and sunburn."
(c) "For highly sun-sensitive skin."
(d) "Greatest protection against sun-

burn for blondes, redheads, and fair-
skinned persons."

(e) "Provides the highest degree of
sunburn protection and permits no
tanning."

W) "Provides the highest degree of
sunscreen protection and permits no
tanning."

(3) For all (maximal and ultra) sun-
screen products that contain sun-
screen opaque sunblock ingredients.
"Reflects the burning rays of the
sun."

(c) Warnings. The labeling of the
product contains the following warn-
ings under the heading "Warnings:"

(1) For all (minimal, moderate,
extra, maximal and ultra) sunscreen
products. The labeling of all sunscreen
products contains the following warn-
ings:

(i) "For external use only, not to be
swallowed."

(ii) "Avoid contact with the eyes."
(ill) "Discontinue use if signs of irri-

tation or rash appear."
(2) Specific warnings.-(i) For sun-

screen products providing an SPF
value of 2 to under 4: "Use on children
under 2 years of age only with the
advice of a physician."

(ii) For sunscreen products provid-
ing an SPF value of 4 or greater: "Use
on children under 6 months of age
only with the advice of a physician."

(ii) For sunscreen products contain-
ing lawsone 0.25 percent with dihy-
droxyacetone 3 percent. (a) "This is a
two lotion product. Do not mix the
contents of the two solutions. Use
both solutions, for use of one alone
*111 not provide protection."

(b) "Use only on skin free of rash
and abrasions."

(c) "May stain clothing when freshly
applied."

(d) Directions for use. The labeling
of the product shall contain the fol-
lowing statement under the heading
"Directions:"

(1) (1) For sunscreen products pro-
viding a minimum SPF value of 2 to
under 4 for adults and children over 2
years of age: Apply liberally before
sun exposure and reapply after swim-
ming or after excessive sweating.
There is no recommended dosage for
children under 2 years of age except
under the advice and supervision of a
physician.

(ii) For sunscreen products providing
a minimum SPF value of 4 for adults

- PROPOSED RULES

and children over 6 months of age:
Apply liberally before -un exposure
and reapply after swimming or after
excessive sweating. There is no recom-
mended dosage for children under. 6
months of age except under the advice
and supervision of a physician.

(2) For all (minimal, moderate,
extra, maximal and ultra) sunscreen
products-() That satisfy the water re-
sistant testing procedures. "Apply lib-
erally before sun exposure and reap-
-ply after 40-minutes in the water or
after excessive sweating."

(il) That satisfy the waterproof test-
ing procedures. "Apply liberally before
sun exposure and reapply after 80
minutes in the water or after excessive
sweating."

(ill) That satisfy the sweat resistance
testing procedures. "Apply liberally
before sun exposure and reapply after
30 minutes of excessive sweating."

(3) For sunscreen products contain-
ing lawsone 0.25 percent with dihy-
droxyacetone 3 percent. Products are
composed of two separate formula-
tions. Solution 1 contains 3 percent di-
hydroxyacetone and Solution 2 con-
tains 0.25 percent lawsone.

(i) Products providing a minimum
SPF value of 2 to under 4 for adults
and children over 2 years of age:
Apply liberally before sun exposure as
follows: First application. The evening
prior to sun exposure: Apply Solution
1. Wait 15 minutes then apply Solu-
tion 2 to the same areas of skin. Wait
until dried. Then repeat application of
solutions alternately as before until a
total of three applications of both lo-
tions have been applied. Leave on skin
without washing. Repeated applica-
tion. After first day, apply one appli-
cation of each lotion. Reapply after
swimming or after excessive sweating.
There is no recommended dosage for
children under 2 years of age except
under the advice and supervision of a
physician.

(ii) Products providing a minimum
SPF value of 4 for adults and children
over 6 months of age: Apply liberally
before sun exposure as follows: First
application. The evening prior to sun
exposure: Apply Solution 1. Wait 15
minutes then apply Solution 2 to the
same areas of skin. Wait until dried.
Then repeat application of solutions
alternately as before until a total of
three applications of both lotions have
been applied. Leave on skin without
washing. Repeated application. After
first day, apply one application of
each lotion. Reapply after swimming
or after excessive sweating. There is
no recommended dosage for children
under 6 months of age except under
the advice and supervision of a physi-
cian.

(e) Statement on product perform-
ance-(1) Labeling claims for Product
Category Designation (PCD). The fol-

lowing appropriate labeling statement
shall be prominently placed on the
principal display panel of the prod-
ucts:

(I) Products containing active
ingredient(s) that provide an SPF
value of 2 to under 4: "Minimal Sun
Protection Product (SPF 2)-Stay In
the sun twice as long as before with-
out sunburning."

(ii) Products containing active
ingredient(s) that provide an SP 1

value of 4 to under 6: "Moderate Sun
Protection Product (SPF 4)-Stay in
the sun 4 times as long as before with.
out sunburning."

(iii) Products containing active
ingredient(s) that provide an SPP
value of 6 to under 8: "Extra Sun Pro-
tection Product (SPF 6)-Stay In the
sun 6 times as long as before without
sunburning."

(iv) Products containing active
ingredient(s) that provide an SPF
value of 8 to under 15: "Maximal Sun
Protection Product (SPF 8)-Stay in
the sun 8 times as long as before with
out sunburning."

(v) Products containing active
ingredient(s) that provide an SPIF
value of 15 or greater: "Ultra Sun Pro.
tection Product (SPF 15)-Stay in the
sun 15 times as long as before without
sunburning."

(2) Labeling claims related to that
product performance. One or more of
the following labeling claims for sun-
screen products that satisfy the sun-
screen product testing procedurev
identified In § 352.40 may be used,
(1) For all (minimal moderate, extra,

maximal; and ultra) sunscreen prod-
ucts-(a) That satisfy the water resis.
tance testing procedures.

(1) "Water resistant."
(2) "Retains Its sun protection for at

least 40 minutes in the water."
(3) "Resists removal by sweating,"
(b) That satisfy the waterproof test-

ing procedures.
(1) "Waterproof."
(2) "Retains Its sun protection for at

least 80 minutes in the water."
(3) "Resists removal by sweating,'"
(c) That satisfy the sweat resistance

testing procedures.
(1) "Retains Its sun protection for at

least 30 minutes of heavy sweating."
(2) "Sweat resistant."
(3) Labeling guide for recommended

sunscreen product use. The Panel rec-
ommends that the following compila-
tion of skin types and PCD's be appro.
priately included in labeling as a
guide:

FEDERAL REGISTER, VOL 43, NO. 166-FRIDAY, AUGUST 25, 1978



PROPOSED RULES

REcoaLmDED SuNscnitm PRODUCT GumE

Sunburn and tanning
history

Recommended
sm

protection
product

Always burns easily; never tans- Maximal
Ultra.

Always burns easlly; tans minimally- Extra.
Burns moderately; tans gradually-. moderate.
Burns minimally; always tans well. -MinfmaL
Rarely burns; tans profusely -_ Minimal

Interested persons are Invited to
submit their comments in writing
(preferably in quadruplicate and Iden-
tified with the Hearing Clerk docket
number found in brackets in the head-
ing of this document) regarding this
proposal on or before November 24,
1978. Such comments should be ad-
dressed to the Office of the Hearing
Clerk (HFA-305), Food and Drug Ad-
ministration, Room 4-65, 5600 Fishers
Lane, Rockville, Md. 20857, and may

be accompanied by i supporting
memorandum or brief. Comments re-
plying to comments may also be sub-
mitted on or before December 26,
1978. Comments may be seen in the
above office between 9 a.m and 4 pan.,
Monday through Friday.

In accordance with Executive Order
12044, the economic effects of this
proposal have been carefully analyzed.
and It has been determined that the
proposed rulemaking does not involve
major economic consequences as de-
fined by that order. A copy of the reg-
ulatory analysis assessment support-
ing this determination is on file with
the Hearing Clerk, Food and Drug Ad-
ministration.

Dated: August 8. 1978.

Sasnv=n GawN-s,:.
Acling Commissionerof

Food and Drugs.
CPR Doe. 78-22963 Filed 8-21-78: 8:45 amJ
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[4510-27]
DEPARTMENT OF LABOR

Employment Standards Administration

MINIMUM WAGES FOR FEDERAL AND
FEDERALLY ASSISTED CONSTRUCTION

General Wage Determination Decisions

General wage determination deci-
sions of the Secretary of Labor speci-
fy, in accordance with applicable law
and on the basis of information availa-
ble to the Department of Labor from
its study of loca i wage conditions and
from other sources, the basic hourly
wage rates and fringe benefit pay-
ments which are determined to be pre-
vailing for the described classes of la-
borers and mechanics employed in
construction activity of the character
and in the localities specified therein.

The determinations in these deci-
sions of such prevailing rates. and
fringe benefits have been made by au-
thority of the Secretary of Labor pur-
suant to the provisions of the Davis-
Bacon Act of March 3, 1931, as amend-
ed (46 Stat. 1494, as amended, 40
U.S.C. 276a) and of other Federal stat-
utes referred to in 29 CFR 1.1 (includ-
ing the statutes listed at 36 FR 306 fol-
lowing Secretary of Labor's order No.
24-70) containing provisions for the
payment of wages which are depend-
ent upon determination by the Secre-
tary of Labor under the Davis-Bacon
Act; and pursuant to the provisions of
part 1 of subtitle A of title 29 of Code
of Federal Regulations, Procedure for
Predetermination of Wage Rates (37
FR 21138) and of Secretary of Labor's
Orders 12-71 and 15-71 (36 FR 8755,
8756). The prevailing rates and fringe
benefits determined in these decisions
shall, in accordance with the provi-
sions of the foregoing statutes, consti-
tute the minimum wages payable on
Federal and federally assisted con-
struction projects to laborers and me-
chanics of the specified classes en-
gaged on contract work of the charac-
ter and in the localities described
therein.'

Good cause is hereby found for not
utilizing, notice and public procedure
thereon prior to the issuance of these
determinations as prescribed in 5
U.S.C. 553 and not providing for delay
in effective date as prescribed in that
section, because the necessity to issue
construction industry wage determina-
tion frequently and in large volume
causes procedures to be impractical
and contrary to the public interest.

General wage determination deci-
sions are effective from their date of
publication in the FEDERAL REGISTER
without limitation as to time and are
to be used in accordance with the pro-
visions of 29 CFR Parts 1 and 5. Ac-
cordingly, the applicable decision to-
gether with any modifications issued

NOTICES

subsequent to its publication date
shall be made a part of every contract
for performance of the described work
within the geographic area indicated
as required by an applicable Federal
prevailing wage law and 29 CFR, Part
5. The wage rates contained therein
shall be the minimum paid under such
contract by contractors and subcon-
tractors on the work.

MODIFICATIONS AND SuPERsEDEAs DEci-
SIONS TO GENERAL WAGE DETERMINA-
TION DECISIONS

Modifications and supersedeas deci-
sions to general wage determinat6n
decisions are based upon information
obtained concerning changes in pre-
vailing hourly wage rates and fringe
benefit payments since the decisions
were issued.

The determinations of prevailing
rates and fringe benefits made in the
modifications and supei:sedeas deci-
sions have been made by authority of
the Secretary of Labor pursuant to
the provisions of the Davis-Bacon Act
of March 3, 1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and
of other Federal statutes referred to in
29 CFR 1.1 (including the statutes
listed at 36 FR 306 following Secretary
of Labor's order No. 24-70) containing
provisions for the payment of wages
which are dependent upon determina-
tion by the Secretary of Labor under
the Davis-Bacon Act; and pursuant to
the provisions of part 1 of subtitle A of
title 29 of Code of Federal Regula-
tions, Procedure for Predetermination
of Wage Rates (37 FR 21138) and of
Secretary of Labor's orders 13-71 and
15-71 (36 FR 8755, 8756). The prevail-
ing rates and fringe benefits deter-
mined in foregoing general wage deter-
mination decisions, as hereby modi-
fied, and/or superseded shall, in ac-
cordance with the provisions of the
foregoing statutes, constitute the
minimum wages payable on Federal
and federally assisted construction
projects to laborers and mechanics of
the specified classes engaged in con-
tract work of the character and in the
localities described therein.

Modifications and supersedeas deci-
sions are effective from their date of
publication in the FEDERAL REGISTER
without limitation as to time and are
to be used in accordance with the pro-
visions of 29 CFR Parts 1 and 5.

Any person, organization, or govern-
mental agency having an interest in
the wages determined as prevailing is
encouraged to submit wage rate infor-
mation for consideration by the De-
partment. Further information and
self-explanatory forms for the purpose
of submitting this data may be ob-
tained by writing to the U.S. Depart-
ment of Labor, Employment Stand-
ards Administration, Office of Special
Wage Standards, Division of Wage De-

terminations, Washington, D.C. 20210.
The cause for not utilizing the rule-
making procedures prescribed In 5
U.S.C. 553 has been set forth In the
original general wage determination
decision.

MODIFICATIONS TO GENERAL WAOE
DETERMINATION DEcisioNs

The numbers of the decisions being
modified and their dates of publica-
tion in the FEDmAL REGISTER are listed
with each State.
Arizona:

AZ78-5115; AZ78-5116 ..................... July 28, 1018,
California:

CA78-5100; CA78-5107.......... July 7, 1978,
Connecticut: -

CT7-3055: CT78-3056........... July 20, 1978,
Delaware:

DE77-3134 ...................................... Sept, 30, 197.
Louslana:

LA78-4072 .................... July 14, 1970.
LA78-4077 ........................................... Aug. 11. 19708

MdInnesota:
MN77-2046 .......................... May 0, 1071'

New Jersey:
NJ78 3009 ......................................... *Apr, 21, 1970

Texas:
TX78-4032 .......................................... Apr. 14, 19701,
'X718-4073 .......................................... July 21, 110,
TX78-4078; 718-4080 .... Aug. 11. 101
TX8-4081 ................. ............ Aug 18, 1078,

SurERsEDEAs DwizIONS TO GENERAL
WAGE DEEILiNMATION DEcisioNs

The numbers of the decisions being
modified and their dates of publica-
tion in the FEDERAL RiGISTER are listed
with each State.

Supersedeas decision numbers are In
parentheses following the numbers of
the decisions being superseded.

Florida:
FL78-1062 (FL78-1070) .................... July 14,1078,

Texas:
TX78-4028 (TX78-4087); TX78-
4033 (TX78-4082): TX78-4030
(7'r78-4083): TX78-4037 (Tr78-
4084): TX78-4043 (TX78-4085):
TX78-4044 (TX78-4088) ................ Apr. 14, 1078,
TX77-4264 (I78-4080) ................. Sept. 30, 1971,

CANCELLATION OF GENERAL WAGE
DETERMINATION DEcIsIoNs

None.

NOTICE

This is to advise all Interested par.
ties that the Department of Labor In-
tends to withdraw 30 days from the
date of this notice, Fresno County,
Calif., from general wage determina.
tion No. CA78-5106 dated July 7, 1978,
In 43 FR 29431, applicable to residen-
tial construction consisting of single
family homes and garden type apart-
ments up to and including four stories.

Signed at Washington, D.C., this
18th day of August 1978.

XAVIER M. VELA,
Administrator, Wage and

Hour Dtv~sion.
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Title 29-Labor

&

CHAPTER XIV-EQUAL EMPLOYMENT
OPPORTUNITY COMMISSION

PART 1607-UNIFORM GUIDELINES
ON EMPLOYEE SELECTION PROCE-
DURES (1978)

Title 5-Administrative Personnel

CHAPTER I-CIVIL SERVICE
COMMISSION

PART 300-EMPLOYMENT
(GENERAL)

Title 28-Judcial Administration

CHAPTER I-DEPARTMENT OF
JUSTICE

PART 50-STATEMENTS OF POLICY

Title 41-Public Contracts andProperty Management

CHAPTER 60-OFFICE OF FEDERAL
CONTRACT COMPLIANCE PRO-
GRAMS, DEPARTMENT OF LABOR

PART 60-3-UNIFORM GUIDELINES
ON EMPLOYEE SELECTION PROCE-
DURES (1978)

A~ioption of Employee Selection
Procedures

AGENCIES: Equal Employment Op-
portunity Commission, Civil Service
Commission, Department of Justice
and Department of Labor.
ACTION: Adoption of uniform guide-
lines on employee selection 15rocedures
as final rules by four agencies.
SUMMARY: This document sets forth
the uniform guidelines on employee
selection procedures adopted by the
Equal Employment Opportunity Com-
mission, Civil Service Commission, De-
partment of Justice, and the Depart-
ment of Labor. At present two differ-
ent sets of guidelines exist. The guide-
lines are intended to establish a uni-
form Federal position in the area of
prohibiting discrimination in employ-
ment practices on grounds of race,
color, religion, sex, or national origin.
Cross reference documents are pub-
lished at 5 CFR 300.103(c) (Civil Serv-
ice Commission), 28 CFR 50.14 (De-
partment of Justice), 29 CFR Part
1607 (Equal Employment Opportunity
Commissiori), and 41 CFR Part 60-3
(Department of Labor) elsewhere in
this issue.

RULES AND REGULATIONS

EFFECTIVE DATE: September 25,
1978.
FOR FURTHER INFORMATION
CONTACT:

Doris Wooten, Associate Director,
Donald J. Schwartz, Staff Psycholo-
gist, Office of Federal Contract
Compliance Programs, Room C-
3324, Department of Labor, 200 Con-
stitution Avenue NW., Washington,
D.C. 20210, 202-523-9426.
Peter C. Robertson, Director, Office
of Policy Implementation, Equal
Employment Opportunity Commis-
sionf, 2401 E Street NW., Washing-
ton, D.C. 20506, 202-634-7060.
David L. Rose, Chief, Employment
Section, Civil Rights Division, De-
partment of Justice, 10th Street and
Pennsylvania Avenue NW., Washing-
ton, D.C. 20530, 202-739-3831.
A. Diane Graham, Director, Federal
Equal Employment Opportunity,
Civil Service Commission, 1900 E
Street NW., Washington, D.C. 20415,
202-632-4420.
H. Patrick Swygert, General Coun-
sel, Civil Service Commission, 1900 E
Street NW., Washington, D.C. 20415,
202-632-4632.

SUPPLEMENTARY INFORMATION:

AN OvERvIEv OF THE 1978 UNIFORM
GUIDELINES ON EMPLOYEE SEIECTIoN
PROCEDURES

I. BACKGROUND

One problem that confronted the
Congress which adopted the Civil
Rights Act of 1964 involved the effect
of written preemployment tests on
equal employment opportunity. The
use of these test scores frequently
denied employment to minorities in
many cases without evidence that the
tests were related to success on the
job. Yet employers wished to continue
to use such tests as practical tools to
assist in the selection of qualified em-
ployees. Congress sought to strike a
balance which would proscribe dis-
crimination, but otherwise permit the
use of tests in the selection of employ-
ees. Thus, in title VII, Congress au-
thorized the use of "any professionally
developed ability test provided that
such test, its administration or action
upon the results is not designed, in-
tended or used to discriminate * ** ".

At first, some employers contended
that, under this section, they could
use any test which had been developed
by a professional so long as they did
not intend to exclude minorities, even
if such exclusion was the consequence
of the use of the test. In 1966, the
Equal Employment Opportunity Com-
mission (EEOC) adopted guidelines to
advise employers and other users what
the law and good industrial psycholo-

'Section 703(h), 42 U.S.C. 2000e(2)(h).

gy practice required. 2 The Department
of Labor adopted the same approach
in 1968 with respect to tests used by
Federal contractors under Executive
Order 11246 in a more detailed regula-
tion. The Government's view was that
the employer's Intent was irrelevant.
If tests or other practices had an ad-
verse impact on protected groups, they
were unlawful unless they could be
justified. To justify a test which
screened out a higher proportion of
minorities, the employer would have
to show that it fairly measured or pre-
dicted performance on the Job. Other-
wise, it would not be considered to be"professionally developed."

In succeeding years, the EEOC and
the Department of Labor provided
more extensive guidance which elabo.
rated upon these principles and ex-
panded the guidelines to emphasize all
selection procedures. In 1971 in Griggs
v. Duke Power Co., 3 the Supreme
Court announced the principle that
employer practices which had an ad.
verse impact on minorities and were
not justified by business necessity con-
stituted Illegal discrimination under
title VII. Congress confirmed this In-
terpretation in the 1972 amendments
to title VII. The elaboration of these
principles by courts and agencies con-
tinued into the mid-1970's, 4 but difer-
ences between the EEOC and the
other agencies (Justice, Labor, and
Civil Service Commission) produced
two different sets of guidelines by the
end of 1976.

With the advent of the Carter ad-
ministration In 1977, efforts were In-
tensified to produce a unified govern-
ment position. The following docu-
ment represents the result of that
effort. This introduction is intended to
assist those not familiar with these
matters to understand the basic ap-
proach of the uniform gi~ldelines,
While the guidelines are complex and
technical, they are based upon the
principles which have been consistent-
ly upheld by the courts, the Congress,
and the agencies.

The following discussion will cite the
sections of the Guidelines which
embody these principles.

II. ADVERSE IMPACT

The fundamental principle underly-
ing the guidelines is that employer
policies or practices which have an ad-
verse impact on employment opportu-
nities of any race, sex, or ethnic group
are illegal under title VII and the Ex-
ecutive order unless justified by busi-
ness necessity.! A selection procedure

2See 35 U.S.L.W. 2137 (1966).
3401 U.S. 424 (1971).
'See, eg., Albermarle Paper Co. v. Moody,

422 U.S. 405 (1975).
sGriggs, note 3, supra: uniform guidelinei

on employee selection procedures (1978).
section 3A, (hereinafter cited by section
number only).
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which has no adverse impact generally
does not violate title VII or the Execu-
tive order.6 This means that an em-
ployer may usually avoid the applica-
tion of the guidelines by use of proce-
dures which have no adverse impacL
If adverse impact exists, it must be
justified on grounds of business neces-
sity. Normally, this means by valida-
tion which demonstrates the relation
between the selection procedure and
performance on the job.

The guidelines adopt a "rule of
thumb" as a practical means of deter-
mining adverse impact for use in en-
forcement proceedings. This rule is
known as the "%ths" or "80 percent"
rule.8 It is not a legal definition of dis-
crimination, rather it is a practical
device -to keep the attention of en-
forcement agencies on serious discrep-
ancies in hire or promotion rates or
other employment decisions. To deter-
mine whether a selection procedure
violates the "%ths rule", an employer
compares its hiring rates for different
groups.9 But this rule of thumb cannot
be applied automatically. An employer
who has conducted an extensive re-
cruiting campaign may have a larger
than normal pool of applicants, and
the "%ths rule" might unfairly expose
it to enforcement proceedings. 0 On
the other hand, an employer's reputa-
tion may have discouraged or "chilled"
applicants of particular groups from
applying because they believed appli-
cation would be futile. The application
of the "%ths" rule in- that situation
would allow an employer to evade
scrutiny because of its own discrimina-
tion."

IIM IS ADVERSE IMPACT TO BE MAEASURED
BY THE OVERALL PROCESS?

In recent years some employers have
eliminated the overall adverse impact
of a selection procedure and employed
sufficient numbers of minorities or
women to meet this " 4/sth's rule of
thumb". However, they might contin-
ue use of a component which does
have an adverse impact. For example,
an employer might insist on a mini-
mum passing score on a written test
which is not job related and which has
an adverse imp2ct on minorities,'5

,However, the employer might compen-
sate for this adverse impact by hiring
a sufficient proportion of minorities
who do meet its standards, so that its
overall hiring is on a par with or.
higher than the applicant flow. Em-
ployers have argued that as long as
their "bottom line" shows no overall

Furnco v. Waters, 98 S.Ct. 2943 (1978).
7Section 6.
sSection 4D.
9Section 16R (definition of selection rate).
1oSection 4D (special recruiting programs3.
"Ibid (user's actions have discouraged ap-

plicants),
1-See, eg., Griggs v. Duke Power Co., 401

U.S. 424 (1971).
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adverse impact, there is no violation at
all,. regardless of the operation of a
particular component of the process.

Employee representatives have
argued that rights under equal em-
ployment opportunity laws are individ-
ual, and the fact that an employer has
hired some minorities does not Justify
discrimination against other minor-
ities. Therefore, they argue that ad-
verse impact is to be determined by ex-
amination of each component of the
selection procedure, regardless of the
"bottom line." This question has not
been answered definitively by the
courts. There are decisions pointing in
both directions.

These guidelines do not address the
underlying question of law. They dis-
cuss only the exercise of prosecutorial
discretion by the Government agen-
cies themselves." The agencies have
decided that, generally, their resources
to combat discrimination should be
used against those respondents whose
practices have restricted or excluded
the opportunities of minorities and
women. If an employer is appropriate-
ly including all groups in the work-
force, it is not sensible to spend Gov-
ernment time and effort on such a
case, when there are so many employ-
ers whose practices do have adverse ef-
fects which should be challenged. For
this reason, the guidelines provide
that, in considering whether to take
enforcement action, the Government
will take into account the general pos-
ture of the employer concerning equal
employment opportunity, including Its
affirmative action plan and results
achieved under the plan." There are
some circumstances where the govern-
ment may intervene even though the
"bottom line" has been satisfied. They
include the case where a component of
a selection procedure restricts promo-
tional opportunities of minorities or
women who were discriminatorily as-
signed to jobs, and where a compo-
nent, such as a height requirement,
has been declared unlawful in other
situations."

What of the individual who is denied
the job because of a particular compo.-
nent in a procedure which otherwise
meets the "bottom line" standard?
The individual retains the right to
proceed through the appropriate agen-
cies, and into Federal courL16

IV. WHERE ADVERSE IMPACT MXSTS: THE
BASIC OPTIONS

Once an employer has established
that there is adverse impact, what

"Section 4C.
"Section 4E.
'"Section 4C.
"The processing of Individual cases Is ex-

cluded from the operation of the bottom
line concept by the definition of "enforce-
inent action," section 16L Under section 4C,
where adverse impact has existed, the em-
ployer must keep records of the effect of
each component for 2 years after the ad-
verse effect has dissipated.
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steps are required by the guidelines?
As previously noted, the employer can
modify or eliminate the procedure
which produces the adverse impact.
thus taking the selection procedure
from the coverage of these guidelines.
If the employer does not do that, then
It must Justify the use of the proce-
dure on grounds of "business necessi-
ty.""? This normally means that it
must show a clear relation between
performance on the selection proce-
dure and performance on the job. In
the language of industrial psychology,
the employer must validate the selec-
tion procedure. Thus the bulk of the
guidelines consist of the Government's
interpretation of staridards for valida-
tion.

V. VALIDATION: CONSIDERATION OF
ALTERNATIVES

The concept of validation as used in
personnel psychology involves the es-
tablishment of the relationship be-
tween a test instrument or other selec-
tion procedure and performance on
the job. Federal equal employment op-
portunity law has added a require-
ment to the process of validation. In
conducting a validation study, the em-
ployer should consider available alter-
patives which will achieve its Iegiti-
mate business purpose with lesser ad-
verse impact.' s The employer cannot
concentrate solely on establishing the
validity of the instrument or proce-
dure which It has been using in the
past.

This same principle of using the al-
ternative with lesser adverse impact is
applicab)e to the manner in which an
employer uses a valid selection proce-
dure." The guidelines assume that
there are at least three ways in which
an employer can use scores on a selec-
tion procedure: (1) To screen out of
consideration those who are not likely
to be able to perform the job success-
fully; (2) to group applicants in ac-
cordance with the likelihood of their
successful performance on the job,
and (3) to rank applicants, selecting
those with the highest scores for em-
ployment.20

The setting of a "cutoff score" to de-
termine who will be screened out may
have an adverse impact. If so, an em-
ployer is required to Justify the initial
cutoff score by reference to its need
for a trustworthy and efficient work
force." Similarly, use of results for

'A few practices may be used without
validation even if they have adverse impact-
See. c.g. McDonnell Douglas v. Greem 411
U.S. '792 (1973) and section 6B.

"Albermarle Paper Co. v. Moody. 422 US.
405 (1975): Robinson v. Lorillard Corp- 444
P. 2d 791 (4th Cir. 1971).

"Sections 3B; 5G.
=Ibld.
" See sections 3B: 5H. See also sections

14B(6) (criterion-related validity): 14C(9)
(content validity): 14D(1) (construct valid-
Ity).
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grouping or for rank'ordering is likely
to have a greater adverse effect than
use of scores solely to screen out un-
qualified candidates. If the employer
chooses to use a rank order method,
the evidence of validity must be suffi-
cient to justify that method of use. 22

VI. TESTING FOR HIGHER LEVEL JOBS

Normally, employers test for the job
for which people are hired. However,
there are situations where the first job
is temporary or transient, and the
workers who remain are promoted to
work which involves more complex ac-
tivities. The guidelines restrict testing
for higher level lobs to users who pro-
mote a majority of the employees who
remain with them to the higher level
job within a reasonable period of
time.23

VII. HOW IS VALIDATION TO BE
CONDUCTED

Validation has become highly tech-
nical and complex, and yet is constant-
ly changing as a set of concepts in in-
dustrial psychology. What follows
here is a simple introduction to a
highly complex field. There are three
concepts which can be used to validate
a selection procedure. These concepts
reflect different approaches to investi-
gating the job relatedness of selection
procedures and may be interrelated in
practice. They are (1) criterion-related
validity,2' (2) content validity,25 and (3)
construct validity.26 In criterion-relat-
ed validity, a selection procedure is
justified by a statistical relationship
between scores on the test or other se-
lection procedure and measures of job
performance. In content validity, a se-
lection procedure is justified by show-
ing that it representatively samples
significant parts of the job, such as a
typing test for a typist. Construct va-
lidity involves identifying the psycho-
logical trait (the construct) which un-
derlies successful performance on the
job and then devising a selection pro-
cedure to measure the presence and
degree of the construct. An example
would be a test of "leadership ability."

The guidelines contain technical
standards and documentation require-
ments for the application of each of
the three approaches. 27 One of the
problems which the guidelines at-
tempt to meet is the "borderline" be-

22Sections 5G, 14B(6); 14C(9); 14D(l).
"Section 51.21Sections 5B, (General Standards); 14B

(Technical Standards); 15B (Documenta-
tion); 16F (Definition).21Sections 5B (General Standards); 14C
(Technical Standards); 15C (Documenta-
tion); 16D (Definition).26Sections 5B (General Standards); 14D
(Technical Standards); 15D (Documenta-
tion); 16E (Definition).2 Technical standards are in section 14;
documentation requirements are in section
15.
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tween "content -validity" and "con-
struct validity." The extreme cases are
easy to understand. A secretary, for
example, may have to type. Many jobs
require the separation of important
matters which must be handled imme-
diately from those which can be han-
dled routinely. For the typing func-
tion, a typing test is appropriate. It is
justifiable on the basis of content va-
lidity because it is a sample of an im-
portant or critical part of the job. The
second function can be viewed as in-
volving a capability to exercise selec-
tive judgment in light of the surround-
ing circumstances, a mental process
which is difficult to sample.

In dddressing this situation, the
guidelines attempt to make it practical
to validate the typing test by a con-
tent strategy, 8 but do not allow the
validation of a test measuring a con-
struct such as "judgment" by a con-
tent validity strategy.

The bulk of the guidelines deals
with questions such as those discussed
in the above paragraphs. Not all such
questions can be answered simply, nor
can all problems be addressed in the
single document. Once the guidelines
are issued, they will have to be inter-
preted in light of changing factual,
legal, and professional circumstances.

VIII. SIMPLIFICATION OF REPORTING AND
RECORDKEEPING REQUIREMENTS

The reporting and recordkeeping
provisions which appeared in the De-
cember 30 draft which was published
for comment have been carefully re-
viewed in light of comments received
and President Carter's direction to
limit paperwork burdens on those reg-
ulated by Government to the mini-
mum necessary for effective regula-
tion. As a result of this review, two
major changes have been made in the
documentation requirements of the
guidelines:

(1) A new section 15A(1) provides a
simplified recordkeeping option for
employers with fewer than 100 em-
ployees;

(2) Determinations of the adverse
impact of selection procedures need
not be made for groups which consti-
tute less than 2 percent of the rele-

'vant labor force.
Also, the draft has been changed to

make clear that users can assess ad-
verse impact on an annual basis rather
than on a continuing basis.

Analysis of comments. The uniform
guidelines published today are based
upon the proposition that the Federal
Government should speak to' the
public and to those whom it regulates
with one voice on this important sub-
ject; and that the Federal Government
ought to impose upon itself obliga-
tions for equal employment opportuni-
ty which are at least as demanding as

2'Section 14C.

those It seeks to impose on others.
These guidelines state a uniform Fed.
eral position on this subject, and are
intended to protect the rights created
by title VII of the Civil Rights Act of
1964, as amended, Executive Order
11246, as amended, and other provi.
sions of Federal law. The uniform
guidelines are also Intended to repre-
sent "professionally acceptable meth.
ods" of the psychological profession
for demonstrating whether a selection
procedure validly predicts or measures
performance for a particular job. Albe
marle Paper Co. v. Moody, 442 U.S.
405, 425. They are also intended to be
consistent with the decisions of the
Supreme Court and authoritative deci-
sions of other appellate courts.

Although the development of these
guidelines preceded the Issuance by
President Jimmy Carter of Executive
Order 12044 designed to Improve the
regulatory process, the spirit of his
Executive order was followed in their
development. Initial agreement among
the Federal agencies was reached
early in the fall of 1977, and the
months from October 1977 until today
have been spent in extensive consulta-
tion with civil rights groups whose cli.
entele are protected by these guide-
lines; employers, labor unions, and
State and local governments whose
employment practices are affected by
these guidelines; State and local gov.
ernment antidiscrimination agencies
who share with the Federal Govern-
ment enforcement responsibility for
discriminatory practices; and appropri.
ate members of the general public, For
example, an earlier draft of these
guidelines was circulated Informally
for comment on October 28, 1977, pur-
suant to OMB Circular A-85. Many
comments were received from repre-
sentatives of State and local govern-
ments, psychologists, private employ.
ers, and civil rights groups. Those
comments were taken into account In
the draft of these guidelines which
was published for comment December
30, 1977, 42 FR 66542.

More than 200 organizations and in-
dividuals submitted written comments
on the December 30, 1977, draft,
These comments were from represen-
tatives of private industry, public em.
ployers, labor organizations, civil
rights groups, the American Psycho-
logical Association and components
thereof, and many individual employ-
ers, psychologists, and personnel spe-
cialists. On March 3, 1978, notice was
given of a public hearing and meeting
to be held on April 10, 1978, 43 I
9131. After preliminary review of the
comments, the agencies Identified four
issues of particular Interest, and invit-
ed testimony particularly on those
issues, 43 FR 11812 (March 21, 1978).
In the same notice the agencies pub.
lished questions and answers on four
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issues of concern to the commenters.
The questions and answers were de-
signed to clarify the intent of the De-
cember 30, 1977, draft, so as to provide
a sharper focus for the testimony at
the hearing.

At a full day of testimony on April
10, 1978, representatives of private in-
dustry, State and local governments,
labor organizations, and civil rights
groups, as well as psychologists, per-
sonnel specialists, and others testified
at the public hearing and meeting.
The written comments, testimony, and
views expressed in subsequent infor-
mal consultations have been carefully
considered by the four agdncies. We
set forth below a summary of the com-
ments, and the major issues raised in
the comments and testimony, and at-
tempt to explain how we have resolved
those issues.

.The statement submitted by the
American Psychological Association
(A.P-A.) stated that "these guidelines
represent a major step forward and
with careful interpretation can pro-
vide a sound basis for concerned pro-
fessional work." Most of the A.P.A.
comments were directed to clarifica-
tion and interpretation of the present
language of the proposal. However,
the A.P.A. recommended substantive
change in the construct validity sec-
tion and in the definition of -work be-
havior.

Similarly, the Division of Industrial
and Organizational Psychology (divi-
sion 14) of the A.P.A. described the
technical standards of the guidelines
as "superior" in terms of congruence
with professional standards to "most
previous orders and guidelines but nu-
merous troublesome aspects remain."
Division 14 had substantial concerns
with a number of the provisions of the
general principles of the draft.

Civil rights groups generally found
the uniform guidelines far superior to
the FEA guidelines, and many urged
their adoption, with modifications con-
cerning ranking and documentation.
Others raised concerns about the
"bottom line" concept and other provi-
sions of the guidelines.

The Ad Hoc Group on Employee Se-
lection Procedures representing many
employers in private industry support-
ed the concept of uniform guidelines,
but had a number of problems with
particular provisions, some of which
are described below. The American So-
ciety for -Personnel Administration
(ASPA) and the International Person-
nel Management Association, which
represents State and local govern-
ments, generally took the same posi-
tion as the ad hoc group. Major indus-
trial unions -found that the draft
guidelines were superior to the PEA
guidelines, but they perceived them to
be inferior to the EEOC guidelines.
They challenged particularly the
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bottom line concept and the construct
validity section.

The building trade unions urged an
exclusion of apprenticeship programs
from coverage of the guidelines. The
American Council on Education found
them inappropriate for employment
decisions concerning faculty at Institu-
tions of higher education. Other par-
ticular concerns were articulated by
organizations representing the handi-
capped, licensing and certifying agen-
cies, and college-placement offices.

General Principles

1. Relationship between validation
and elimination of adverse impact,
and affirmative action. Federal equal
employment opportunity law general-
ly does not require evidence of validity
for a selection procedure if there is no
.adverse impact; e.g., Griggs v. Duke
Power Co., 401 U.S. 424. Therefore, a
user has the choice of complying
either by providing evidence of valid-
ity (or otherwise justifying use in
accord with Federal law), or by elimi-
nating the adverse impact. These op-
tions have always been present under
Federal law, 29 CFR 1607.3; 41 CFR
60-3.3(a); and the Federal Executive
Agency Guidelines, 41 FR 51734 (No-
vember 23, 1976). The December 30
draft guidelines, however, clarified the
nature of the two options open to
users.

Psychologists expressed concern
that theDecember 30 draft of section
6A encouraged the use of invalid pro-
cedures as long as there Is no adverse
impact. Employers added the concern
that the section might encourage the
use of illegal procedures not having an
adverse impact against the groups who
have historically suffered discrimina-
tion (minorities, women), even if they
have an adverse Impact on a different
group (whites, males).

Section 6A was not so intended, and
we have revised It to clarify the fact
that illegal acts purporting to be af-
firmative action are not the goal of
the agencies or of the guidelines; and
that any employee selection procedure
must be lawful and should be as job
related as possible. The delineation of
examples of alternative procedures
was eliminated to avoid the implica-
tion that particular procedures are
either prescribed or are necessarily ap-
propriate. The.basic thrust of section
6A, that elimination of adverse impact
is an alternative to validation, Is re-
tained.

The inclusion of excerpts from the
1976 Equal Employment Opportunity
Coordinating Council Policy State-
ment on Affirmative Action In section
13B of the December 30 draft was
criticized as not belonging in a set of
guidelines for the validation of selec-
tion procedures. Section 13 has been
revised. The general statement of
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policy in support of voluntary affirma-
tive action, and the reaffirmation of
the policy statement have been re-
tained, but this statement itself is now
found in the appendix to the guide-
lines.

2. The "bottom line" (section 4C).
The guidelines provide that when the
overall selection process does not have
an adverse impact the Government
will usually not examine the individu-
al components of that process for ad-
verse Impact or evidence of validity.
The concept is based upon the view
that the Federal Government should'
not generally concern itself with indi-
vidual components of a selection proc-
ess, if the overall effect of that process
Is nonexclusionary. Many commenters
criticized the ambiguity caused by the
word "generally" in the December 30
draft of section 4C which provided.
"the Federal enforcement agen-
cies 0 1 * generally will not t6ke en-
forcement action based upon adverse
impact of any component" of a process
that does not have an overall adverse
impact. Employer groups stated the
position that the "bottom line" should
be a rule prohibiting enforcement
action by Federal agencies with re-
spect to all or any part of a selection
process where the bottom line does
not show adverse impact. Civil rights
and some labor union representatives
expressed the opposing concerns that
the concept may be too restrictive,
that It may be interpreted as a matter
of law, and that it might allow certain
discriminatory conditions to go unre-
medled.

The guidelines have been revised to
clarify the intent that the bottom line
concept Is based upon administrative
and prosecutorial discretion. The Fed-
eral agencies cannot accept the recom-
mendation that they never inquire
into or take enforcement action with
respect to any component procedure
unless the whole process of which it is
a part has an adverse impact. The Fed-
eral enforcement agencies believe that
enforcement action may be warranted
in unusual circumstances, such as
those involving other discriminatory
practices, or particular selection proce-
dures which have no validity and have
a clear adverse impact on a national
basis. Other unusual circumstances
may warrant a high level agency deci-
sion to proceed with enforcement ac-
tions although the "bottom line" has
been satisfied. At the same time the
agencies adhere to the bottom line
concept of allocating resources primar-
fly to those users whose overall selec-
tion processes have an adverse impact.
See overview, above, part III.

3. Investigation of alternative seZec-
tion procedures and alternative meth-
ods of use (section 3B). The December
30 draft included an obligation on the
user, when conducting a validity
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study, to investigate alternative proce-
dures and uses, in order to determine
whether there are other procedures
which are substantially equally valid,
but which have less adverse impact.
The American Psychological Associ-
ation stated:

"We would concur with the drafters of the
guidelines that it is appropriate in the de-
termination of "a selection strategy to con-
sider carefully a variety of possible proce-
dures and to think carefully about the ques-
tion of adverse Impact with respect to each
of these procedures. Nevertheless, we feel it
appropriate to note that a ilgid enforce-
ment of these sections, particularly for
smaller employers, would impose a substan-
tial and expensive burden on these employ-
ers."

Since a reasonable consideration of
alternatives is consistent with the un-
derlying principle of minimizing ad-
verse impact consistent with business
needs, the provision is retained.

Private employer representatives
challenged earlier drafts of these
guidelines as being inconsistent with
the decision of the Supreme Court in
Albemarle Paper Co. v. Moody, 422
U.S. 405. No such inconsistency was in-
tended. Accordingly, the first sentence
of section 3B was revised to para-
phrase the opinion in the Albemarle
decision, so as to make it clear that
section 3B is in accord with the princi-
ples of the Albemarle decision.

Section 3B was further revised to
clarify the intent of the guidelines
that the obligation -to investigate al-
ternative procedures is a part of 'con-
ducting a validity study, so that alter-
native procedures should be evaluated
in light of validity studies meeting
professional standards, and that sec-
tion 3B does not impose an obligation
to search for alternatives if the user is
not required to conduct a validity
study.

Just as, under section 3B of the
guidelines, a user should investigate
alternative selection procedures as a
part of choosing and validating a pro-
cedure, so should the user- investigate
alternative uses of the selection device
chosen to find the use most appropri-
ate to his needs. The validity study
should address the question of what
method of use (screening, grouping, or
rank ordering) is appropriate for a
procedure based on the kind and
strength of the validity evidence
shown, and the degree of adverse
Impact of the different uses.

4. Establishment of cutoff scores and
rank ordering. Some commenters from
civil -rights groups believed that the
December 30 draft guidelines did not
provide sufficient guidance as to when
it was permissible to use a selection
procedure on a ranking basis rather
than on a pass-fail basis. They also ob-
jected to section 5G in terms of setting
cutoff scores. Other comments noted a
lack of clarity as to how the determi-

RULES AND REGULATIONS

nation of a cutoff score or the use of a
procedure for ranking cajididates re-
lates to adverse impact.

As we have noted, users are not re-
quired to validate procedures which do
not have an adverse impact. However,
if one way of using a procedure (e.g.,
for ranking) results in greater adverse
impact than another way (e.g., pass/
fail), the procedure must be validated
for that use. Similarly, cutoff scores
which result in adverse impact should
be justified. If the use of a validated
procedure for ranking results in great-
er adverse impact than its use as a
screening device, the evidence of valid-
ity and utility must be sufficient to
warrant use of the procedures as a
ranking device.

A new section 5 has been added to
clarify these concepts. Section 5H (for-
merly section 5G) addresses the choice
of a cutoff score when a procedure is
to be used for ranking.

5. Scope: Requests for exemptions for
certain classes of users. Some'employ-
er groups and labor organizations (e.g.,
academic institutions, large public em-
ployers, apprenticeship councils)
argued that they should be exempted
from all or some of the provisions of
these guidelines because of their spe-
cial needs. The intent of Congress as
expressed in Federal equal employ-
ment opportunity law is to apply the
same standards to all users, public and
private.

These guidelines apply the same
principles and standards to all employ-
ers. On the other hand, the nature of
the procedures which will actually
meet those principles and standards
may be different for different employ-
ers, and the guidelines recognize that
fact. Accordingly, the guidelines are
applicable .to all employers and other
users who are covered by Federal
equal employment opportunity law.

Organizations of handicapped per-
sons objected -to excluding from the
scope of these guidelines the enforce-
ment of laws prohibiting discrimina-
tion on the basis of handicap, in par-
ticular the Rehabilitation Act of 1973,
sections 501, 503, and 504. While this
issue has not been addressed in the
guidelines, nothing precludes the
adoption of the principles set forth in
these guidelines for other appropriate
situations.

Licensing and certification boards
raised the question of the applicability
of the guidelines to their licensing and
certification functions. The guidelines
make it clear that licensing and certifi-
cation are covered "to the extent"
that licensing and certification may be
covered by Federal equal employment
opportunity law.

Voluntary certification boards,
where certification is not required by
law, are not users as defined in seetion
16 with respect to their certifying

functions and therefore are not sub.
ject to these guidelines. If an employ-
er relies upon such certification in
making employment decisions, the em-
ployer is the user and must be pre-
pared to justify, under Federal law,
that reliance as it would any other se-
lection procedure.

6. The "Four-Fifths Rule of Thumb"
(section 4D). Some representatives of
employers and some professionals sug-
gest that the basic test for adverse
impact should be a test of statistical
significance, rather than the four-
fifths rule. Some civil rights groups,
on the other hand, still regard the
four-fifths rule as permitting some un-
lawful discrimination.

The Federal agencies believe that
neither of these positions is correct.
The great majority of employers do
not hire, promote, or assign enough
employees for most jobs to, warrant
primary reliance upon statistical sig.
nificance. Many decisions In day-to.
day life are made on the basis of infor-
mation which does not have the justi-
fication of a test of statistical signifi.
cance. Courts have found adverse
impact without a showing of statistical
significance. Griggs v. Duke Power Co,,
supra; Vulcan Society of New York v,
CSC of N.Y., 490 F. 2d 387, 393 (2d Cir.
1973); Kirkland v. New York St. Dept.
of Corr. Ser., 520 F. 2d 420, 425 (2d
Cir. 1975).

Accordingly, the undersigned believe
that while the four-fifths rule does
not define discrimination and does not
apply in all cases, It Is appropriate as a
rule of thumb in identifying adverse
impact.

Technical Standards

7. Criterion-related validity (section
14B). This section of the guidelines
found general support among the com-
menters from the psychological pro-
fession and, except for the provisions
concerning test fairness (sometimes
mistakenly equated with differential
prediction or differential validity),
generated relatively little comment.

The provisions of the guidelines con-
cerning criterion-related validity stud.
ies call for studies of fairness of selec-
tion procedures where technically fea-
sible.

Section 14B(8). Some psychologists
and employer groups objected that the
concept of test fairness or unfairness
has been discredited by professionals
and pointed out that the term Is com-
monly misused. We recognize that
there is serious debate on the question
of test fairness; however, It is accepted
professionally that fairness should be
examined where feasible, The A.P.A.
standards for educational and psycho-
logical tests, for example, direct users
to explore the question of fairness on
finding a difference In group perfor-
mances (section E9, pp. 43-44). Simi-
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larly the concept of test fairness. is one
which is closely related to the basic
thrust of Federal equal employment
opportunity law;, and that concept was
endorsed by the Supreme Court in Al-
bemarle Paper Co. v. Mloody, 422 U.S.
405.

Accordingly, we have retained in the
guidelines the obligation upon users to
investigate test fairness where it is
technically feasible to do so.

8. Content validity. The Division of
Industrial and Organizational Psychol-
ogy of A.P.A. correctly perceived that
the provisions of the draft guidelines
concerning content validity, with their
emphasis' on observable work beha-
viors or work products, were "greatly
concernid with minimizing the infer-
ential leap between test and perform-
ance." That division expressed the
view that the draft guidelines neglect-
ed situations where a knowledge, skill
or ability is necessary to an outcome
but where the work behavior cannot
be replicated in a test. They recom-
mended that the section be revised.

We believe that the emphasis on ob-
servable work behaviors or observable
work products is appropriate; and that
in order to show content validity, the
gap between the test and performance
on the job should be a small one. We
recognize, however, that content valid-
ity may be appropriate to support a
test which measures a knowledge,
skill, or ability which is a necessary
prerequisite to the performance of the
job, even though the test might not be
close enough to the work behavior to
be considered a woik sample, and the
guidelines have been revised appropri-
ately. On the other hand, tests of
mental processes which are not direct-
ly observable and which may be diffi-
cult to determine on the basis of ob-
servable work behaviors or work prod-
ucts should not be supported by con-
tent validity.

Thus, the Principles for the Valida-
tion and Use of Personnel Selection
Procedures (Division of Industrial and
Organizational Psychology, American
Psychological Association, 1975, p. 10),
discuss the use of content validity to
support. tests of "specific items of
knowledge, or specific job skills," but
call attention to the inappropriateness
of attempting to justify tests for traits
or constructs on a content validity

-basis.
9. Construct validity (section 14D).

Business groups and professionals ex-
pressed concern that the construct va-

- lidity requirements in the December
30 draft were confusing and technical-
ly inaccurate. As section lAD indicates;
construct validity is a relatively new
procedure in the field of personnel se-
lection and there is not yet substantial
guidance in the professional literature
as to its use in the area of employment
practices. The provisions on construct

validity have been revised to meet the
concerns expressed by the A.P.A. The
construct validity section as revised
clarifies what is required by the Feder-
al enforcement agencies at this stage
in the development of construct valid-
ity. The guidelines leave open the pos-
sibility that different evidence of con-
struct validity may be accepted in the
future, as new methodologies develop
and become incorporated in profes-
sional standards and other profession-
al literature.

10. Documentation (section 15).
Commenters stated that the documen-
tation section did not conform to the
technical requirements of the guide-
lines or was otherwise inadequate. Sec-
tion 15 has been clarified and two sig-
nificant changes have been made to
minimize the recordiceeping burden.
(See overview, part VIIL)
II. Definitions (section 16). The

definition of work behavior in the De-
cember 30, 1977 draft was criticized by
the A.Pk. and others as being too
vague to provide adequate guidance to
those using the guidelihes who must
identify work behavior as a part of
any validation technique. Other com-
ments criticized the absence or inade-
quacies of other definitions, expeclally
"adverse impact." Substantial revi-
sions of and additions to this section
were therefore made.

UNiroRM Gumsrimms ON ErLOwoYx
SEr . IoN PRocEDUREs (1978)

NoTE.-These guidelines are Issued
jointly by four agencies. Separate offi-
cial adoptions follow the guidelines in
this part IV as follows: Civil Service
Commission, Department of Justice,
Equal Employment Opportunity Com-
mission, Department of Labor.

For official citation see section 18 of
these guidelines.
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GENERAL PRINCIPLES

SECTION 1. Statement of purpose.-A.
Need for uniformity-Issuing agencies.
The Federal government's need for a
uniform set of principles on the ques-
tion of the use of tests and other selec-
tion procedures has long been recog-
nized. The Equal Employment Oppor-
tunity Commission, the Civil Service
Commission, the Department of
Labor, and the Department of Justice
jointly have adopted these uniform
guidelines to meet that need, and to
apply the same principles to the Fed-
eral Government as are applied to
other employers.

B. Purpose of guidelines. These
guidelines incorporate a single set of
principles which are designed to assist
employers, labor organizations, em-
ployment agencies, and licensing and
certification boards to comply with re-
quirements of Federal law prohibiting
employment practices which discrimi-
nate on grounds of race, color, reli-
gion, sex, and national origin. They
are designed to provide a framework
for determining the proper use of tests
and other selection procedures. These
guidelines do not require a user to con-
duct validity studies of selection proce-
dures where no adverse impact results.
However, all users are encouraged to
use selection procedures which are
valid, especially users operating under
merit principles.

C. Relation to prior guidelines.
These guidelines are based upon and
supersede previously issued guidelines
on employee selection procedures.
These guidelines have been built upon
court decisions, the previously isstied
guidelines of the agencies, and the
practical experience of the agencies, as
well as the standards of the psycho.
logical profession. These guidelines
are intended to be consistent with eN:-
isting law.

SEC. 2. Scope.-A. Application cf
guidelines. These guidelines will be ap-
plied by the Equal Employment Op-
portunity Commission In the enforcev.
merit of title VII of the Civil Rights
Act of 1964, as amended by the Equal
Employment Opportunity Act of 1972
(hereinafter "Title VII"): by the De-
partment of Labor, and the contract
compliance agencies until the transfer
of authority contemplated by the
President's Reorganization Plan No, 1
of 1978, in the administration and en.
forcement of Executive Order 11240,
as amended by Executive Order 11375
(hereinafter "Executive Order
11246"); by the Civil Service Comml.-
sion and other Federal agencies sub.
ject to section 717 of Title VII; by the
Civil Service Commission in exercising
its responsibilities toward State and
local governments under section
208(b)(1) of the Intergovernmental.
Personnel Act; by the Department of
Justice in exercising its responsibilities
under Federal law; by the Office of
Revenue Sharing of the Department.
of the Treasury under the State and
Local Fiscal Assistance Act of 1972, as
amended; and by any other Federal
agency which adopts them.

B. Employment decisions, These
guidelines apply to tests and other se-
lection procedures which are used as a
basis for any employment decision.
Employment decisions include but are
not limited to hiring, promotion, de-
motion, membership (for example, In a
labor organization), referral, reten.
tion, and licensing and certification, to
the extent that licensing and certifica.
tion may be covered by Federal equal
employment opportunity law. Other
selection decisions, such as selection
for training or transfer, may also be
considered employment decisions if
they lead to any of the decisions listed
above.

C. Selection procedures. These guide.
lines apply only to selection proce-
dures which are used as a basis for
making employment decisions. For ex-
ample, the use of recruiting proce-
dures designed to attract members of P
particular race, sex, or ethnic group,
which were previously denied employ-
ment opportunities or which are cur-
rently underutilized, may be necessary
to bring an employer Into compliance
with Federal law, and Is frequently an
essential element of any effective af-
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firmative action program; but recruit-
ment practices are not considered by
these guidelines to be selection proce-
dures. Similarly, these guidelines do
not pertain to the question of the law-
fulness of a seniority system within
the meaning of section 703(h), Execu-
tive Order 11246 or other provisions of
Federal law or regulation, except to
the extent that such systems utilize
selection procedures to determine
qualifications or abilities to perform
the job. Nothing in these guidelines is
intended or should be Interpreted as
discouraging the use of a-selection pro-
cedure for the purpose of determining
qualifications or for the purpose of se-
lection on the basis of relative qualifi-
cations, if the selection procedure had
been validated in accord with these
guidelines for each such purpose for
which it is to be used.

D. Limitations. These guidelines
apply only to persons subject to Title
VII, Executive Oriler 11246, or other
equal employment opportunity re-
quirements of Federal law. These
guidelines do not apply to resijonsibil-
ities under the Age Discrimination in
Employment Act of 1967, as amended,
not to discriminate on the basis of age,
or under sections 501, 503, and 504 of
the Rehabilitation Act of 1973, not to
discriminate on the basis of handicap.

E. Indian preference not affected.
These guidelines do not restrict any
obligation imposed or right granted by
Federal law to users to extend a pref-
erence in employment to Indians
living on or near an Indian reservation
in connection with employment oppor-
tunities on or near an Indian reserva-
tion.

SEC. 3. Discrimination defined: Rela-
tionship between use of selection pro-
cedures and discrimination.-A. Pro-
cedure having adverse impact consti-
tutes discrimination unless justified.
The use of any selection procedure
which has an adverse impact on the
hiring, promotion, or other employ-
ment or membership opportunities of
members of any race, sex, or ethnic
group will be considered to be discrimi-
natory and inconsistent with these
guidelines, unless the procedure has
been validated in accordance with
these guidelines, or the provisions of
section 6 below are satisfied.

B. Consideration of suitable aZterna-
tive selection procedures. Where two
or more selection procedures are avail-
able which serve the user's legitimate
interest in efficient and trustworthy
workmanship, and which are substan-
tially equally valid for a given pur-
pose, the user should use the proce-
dure which has been demonstrated to"
have the lesser adverse impact. Ac-
cordingly, whenever a validity study is
called for by these guidelines, the user
should include, as a part of the valid-
ity study, an investigation of suitable
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alternative selection procedures and
suitable alternative methods of using
the selection procedure *hich have as
little adverse impact as possible, to de-
termine the appropriateness of using
or validating them in accord with
these guidelines. If a user has made a
reasonable effort to become aware of
such alternative procedures and valid-
ity has been demonstrated In accord
with these guidelines, the use of the
test or other selection procedure may
continue until such time as it should
reasonably be reviewed for currency.
Whenever the user Is shown an alter-
native selection procedure with evi-
dence of less adverse Impact and sub-
stantial evidence of validity for the
same Job in similar circumstances, the
user should Investigate It to determine
the appropriateness of using or vali-
dating It In accord with these guide-
lines. This subsection Is not intended
to preclude the combination of proce-
dures into a significantly more valid
procedure, if the use of such a combi-
nation has been shown to be in compli-
ance with the guidelines.

SE. 4. Information on impact-A.
Records concerning impact Each user
should maintain and have available
for inspection records or other Infor-
mation which will disclose the Impact
which Its tests and other selection pro-
cedures have upon employment oppor-
tunities of persons by Identifiable race,
sex, or ethnic group as set forth in
subparagraph B below in order to de-
termine compliance with these guide-
lines. Where there are large numbers
of applicants and procedures are ad-
ministered frequently, such informa-
tion may be retained on a sample
basis, provided that the sample is ap-
propriate in terms of the applicant
population and adequate in size.

B. Applicable race, sex, and ethnic
groups for recordkeeping. The records
called for by this section are to be
maintained by sex, and the following
races and ethnic groups: Blacks (Ne-
groes), American Indians (including
Alaskan Natives), Asians (including
Pacific Islanders), Hispanic (including
persons of Mexican, Puerto Rican,
Cuban, Central or South American, or
other Spanish origin or culture regard-
less of race), whites (Caucasians) other
than Hispanic, and totals. The race,
sex, and ethnic classifications called
for by this section are consistent with
the Equal Employment Opportunity
Standard Form 100, Employer Infor-
mation Report EEO-1 series of re-
ports. The user should adopt safe-
guards to insure that the records re-
quired by this paragraph are used for
appropriate purposes such as deter-
mining adverse impact, or (where re-
quired) for developing and monitoring
affirmative action programs, and that
such records are not used improperly.
See sections 4E and 17(4), below.

38297

C. Evaluation of selection rates. The
"bottom line." If the Information
called for by sections 4A and B above
shows that the total selection process
for a Job has an adverse impact, the
individual components of the selection
process should be evaluated for ad-
verse impact. If this information
shows that the total selection process
does not have an adverse impact, the
Federal enforcement agencies, in the
exercise of their administrative and
prosecutorial discretion, in usual cir-
cumstances, will not expect a user to
evaluate the individual components
for adverse Impact, or to validate such
individual components, and will not
take enforcement action based upon
adverse impact of any component of
that process, including the separate
parts of a multipart selection proce-
dure or any separate procedure that is
used as an alternative method of selec-
tion. However, In the following circum-
stances the Federal enforcement agen-
cies will expect a user to evaluate the
individual components for adverse
mpact'and may, where appropriate,
take enforcement action with respect
to the individual components: (1)
where the selection procedure is a sig-
nificant factor in the continuation of-
patterns of assignmnts of incumbent,
employees caused by prior discrimina-
tory employment practices, (2) where
the weight of court decisions or ad-
ministrative interpretations hold that
a specific procedure (such as height or
weight requirements or no-arrest rec-
ords) is not job related in the same or
similar circumstances. In unusual cir-
cumstances, other than those listed in
(1) and (2) above, the Federal enforce-
ment agencies may request a user to
evaluate the individual components
for adverse impact and may, where ap-
propriate, take enforcement action
with respect to the individual compo-
nent.

D. Adverse impact and the 'four-
fifths rule." A selection rate for any
race, sex, or ethnic group which is less
than four-fifths (O) (or eighty per-
cent) of the rate for the group with
the highest rate will generally be re-
garded by the- Federal enforcement
agencies as evidence of adverse impact,
while a greater than four-fifths rate
will generally not be regarded by Fed-
eral enforcement agencies as evidence
of adverse impact. Smaller differences
In selection rate may nevertheless con-
stitute adverse impact, where they are
significant in both statistical and prac-
tical terms or where a user's actions
have discouraged applicants dispropor-
tionately on grounds of race, sex, or
ethnic group. Greater differences in
selection rate may not constitute ad-
verse impact where the differences are
based on small numbers and are not
statistically significant, or where spe-
clal recruiting or other programs cause
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the pool of minority or female candi-
dates to be atypical of the normal pool
of applicants from that group. Where
the user's evidence concerning the
impact of a selection procedure indi-
cates adverse impact but is based upon
numbers which are too small to be re-
liable, evidence concerning the impact
of the procedure over a longer period
of time and/or evidence concerning
the impact which the selection proce-
dure had when used in the same
manner in similar circumstances else-
where may be considered in determin-
ing adverse impact. Where the user
has not maintained data on adverse
impact as required by the documenta-
tion section of applicable guidelines,
the Federal enforcement agencies may
draw an inference of adverse impact of
the selection process from the failure
of the user to maintain such data, if
the user has an underutilization of a
group in the job category, as compared
to the group's representation in the
relevant labor market or, in the case
of jobs filled from within, the applica-
ble work force.
E. Consideration of user's equal em-

ployment opportunity posture. In car-
rying out their obligations, the Feder-
al enforcement agencies will consider
the general posture of the user with
respect to equal employment opportu-
nity for the job or group of jobs in
question. Where a user has adopted an
affirmative action program, the Feder-
al enforcement agencies will consider
the provisions of that program, includ-
ing the goals and timetables which the
user has adopted and the progress
which the user has made in carrying
out that program and in meeting the
goals and timetables. While such af-
firmative action programs -may in
design and execution be race, color,
sex, or ethnic conscious, selection pro-
cedures under such programs should
be based upon the ability or relative
ability to do the work.

SEC. 5. General standards for valid-
ity studies.-A. Acceptable types bf va-
lidity studies. For the purposes of sat-
isfying these guidelines, users may
rely upon criterion-related validity
studies, content validity studies or con-
struct validity studies, in accordance
with the standards set forth in the
technical standards of these guide-
lines, section 14 below. New strategies
for showing the validity of selection
procedures will be evaluated as they
become accepted by the psychological
profession.

B. Criterion-related, content and
construct validity. Evidence of the va-
lidity of a test or other selection proce-
dure by a criterion-related validity
study should consist of empirical data
demonstrating that'the selection pro-
cedure Is predictive of or significantly
correlated with important elements of
Job performance. See section 14B
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below. Evidence of the validity of a
test or other selection procedure by a
content validity study should consist
of data showing that 'the cbntent of
the selection procedure is representa-
tive of important aspects of perform-
ance on the job for which the candi-
dates are to be evaluated. See section
14C below. Evidence of the validity of
a test or other selection procedure
through a construct validity study
should consist of data showing that
the procedure measures the degree to
which candidates have identifiable
characteristics which have been deter-
mined to be important in successful
performance in the job for which the
candidates are to be evaluated. See
section 14D below.

C. Guidelines are consistent with
professional standards. The provisions
of these guidelines relating to valida-
tion of selection procedures are in-
tended to be consistent with generally
accepted professional standards for
evaluating standardized tests and
other selection procedures, such as
those described in the Standards for
Educational and Psychological Tests
prepared by a joint committee of the
American Psychological Association,
the American Educational Research
Association, and the National Council
on Measurement in Education (Ameri-
can Psychological Association, Wash-
ington, D.C., 1974) (hereinafter
"A.P.A. Standards") and standard
textbooks and journals in the field of
personnel selection.

D. Need for documentation of valid-
ity. For any selection procedure which
is part of a selection process which has
an adverse impact and which selection
procedure has an adverse impact, each
user should maintain and have availa-
ble such documentation as is described
in section 15 below.

E. Accuracy and standardization.
Validity studies should be carried out
under conditions which assure insofar
as possible the adequacy and accuracy
of the research and the report. Selec-
tion procedures should be adminis-
tered and scored under standardized
conditions.

F. Caution against selection on basis
of knowledges, skills, or ability learned
in brief orientation period. In general,
ustrs should avoid making employ-
ment decisions on the basis of meas-
ures of knowledges, skills, or abilities
which are normally learned in a brief
orientation period, and which have an
adverse impact.

G. Method of use of selection proce-
dures. The evidence of both the valid-
ity and utility of a selection procedure
should support the method the user
chooses for operational use of the pro-
cedure, if that method of use has a
greater adverse impact than another
method of use. Evidence which may be
sufficient to support the use of a selec-

tion procedure on a pass/fail (screen-
ing) basis may be Insufficient to sup.
port the use of the same procedure on
a ranking basis under these guidelines.
Thus, if a user decides to use a selec-
tion procedure on a ranking basis, and
that method of use has a greater ad-
verse Impact than use on an appropri-
ate pass/fail basis (see section 51
below), the user should have sufficient
evidence of validity and utility to sup-
port the use on a ranking basis. See
sections 3B, 14B (5) and (6), and 14C
(8) and (9).

H. Cutoff scores. Where cutoff scores
are used, they should normally be set
so as to be reasonable and consistent
with normal expectations of accept.
able proficiency within the work force,
Where applicants are ranked on the
basis of properly validated selection
procedures and those applicants scor-
ing below a higher cutoff score than
appropriate In light of such expecta-
tions have little or no chance of being
selected for employment, the higher
cutoff score may be appropriate, but
the degree of adverse Impact should be
considered.

I. Use of selection procedures for
higher level jobs. If job progression
structures are so established that em.
ployees will probably, within a reason-
able period of time and In a majority
of cases, progress to a higher level, It
may be considered that the applicants
are being evaluated for a job or jobs at
the higher level. However, where job
progression Is not so nearly automatic,
or the time span Is such that higher
level jobs or employees' potential may
be expected to change In significant
ways, It should be considered that ap.
plicants are being evalaated for a Job
at or near the entry level. A "reason.
able period of time" will vary for dif.
ferent jobs and employment situations
but will seldom be more than 5 years,
Use of selection procedures to evaluate
applicants for a higher level job would
not be appropriate:

(1) If the majority of those remain-
ing employed do not progress to the
higher level job;

(2) If there Is a reason to doubt that
the higher level job will continue to
require essentially similar skills during
the progression period; or

(3) If the selection procedures meas.
ure knowledges, skills, or abilities re-
quired for advancement which would
be expected to develop principally
from the training or experience on the
job.

J. Interim use of selection proce-
dures. Users may continue the use of a
selection procedure which Is not at the
moment fully supported by the re-
quired evidence of validity, provided:
(1) The user has available substantial
evidence of validity, and (2) the user
has in progress, when technically fea-
sible, a study which Is designed to pro-
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duce the additional evidence required
by these guidelines within a reason-
able time. If such a study is not tech-
nically feasible, see section 6B. If the
study does not -demonstrate validity,
this provision of these guidelines for
interim use shall not constitute a de-
fense in any action, nor shall it relieve
the user of any obligations arising
under Federal law.

K. Review of validity studies for cur-
rency. Whenever validity has been
shown in accord with these guidelines
for the use of a particular selection
procedure for a job or group of jobs,
additional studies need not be per-
formed until such time as the validity
study is subject to review as provided-
in section 3B above. There are no ab-
solutes in the area of determining the
currency of a validity study. All cir-
cumnstances concerning the study, in-
cluding the validation strategy used,
and changes in the relevant labor
market and the job should be consid-
ered in the determination of when a
validity study is outdated.

SEc. 6. Use of selection procedures
which have not been validated-A.
Use of alternate selection procedures
to eliminate adverse impact A user
may choose to utilize alternative selec-
tion procedures in order to eliminate
adverse impact or as part of an affirm-
ative action program. See section 13
below. Such alternative procedures
should eliminate the adverse impact in
the total selection process, should be
lawful and should be as job related as
possible.

B. Where validity studies cannot or
need not be performed. There are cir-
cumstances in which a user cannot or
need not utilize the validation tech-
niques contemplated by these guide-
lines. In such circumstances, the user
should utilize selection procedures
which are as job related as possible
and which will minimize or eliminate
adverse impact, as set forth below.

(1) Where informal or unscored pro-
cedures are used. When an informal or
unscored selection procedure which
has an adverse impact is utilized, the
user should eliminate the adverse
impact, or modify the procedure to
one which is a formal, scored or quan-
tified measure or combination of
measures and then validate the proce-
dure in accord with these guidelines,
or otherwise justify continued use of
the procedure in accord with Federal
law.

(2) Where formal and scored proce-
dures are used. When a formal and
scored selection procedure is used
which has an adverse impact, the vali-
dation techniques contemplated by
these guidelines usually should be fol-
lowed if technically feasible. Where
the user cannot or need not follow the
validation techniques anticipated by
these guidelines, the user should

either modify the procedure to elimi-
nate adverse impact or otherwise justi-
fy continued use of the procedure In
accord with Federal law.

SEc. 7. Use of other validity stud-
ies.-A. Validity studies not conducted
by the user. Users may, under certain
circumstances, support the use of se-
lection procedures by validity studies
conducted by other users or conducted
by test publishers or distributors and
described in test manuals. While pub-
lishers of selection procedures have a
professional obligation to provide evi-
dence of validity which meets general-
ly accepted professional standards (see
section 5C above), users are cautioned
that they are responsible for compli-
ance with these guidelines. According-
ly, users seeking to obtain selection
procedures from publishers and dis-
tributors should be careful to deter-
mine that, in the event the user be-
comes subject to the validity require-
ments of these guidelines, the neces-
sary information to support validity
has been determined and will be made
available to the user.

B. Use of criterion-related validity
evidence from other sources. Criterion-
related validity studies conducted by
one test user, or described in test man-
uals and the professional literature,
will be considered acceptable for use
by another user when the following
requirements are met:

(1) Validity evidence Evidence from
the available studies meeting the
standards of section 14B below clearly
demonstrates that the selection proce-
dure is valid;

(2) Job similarity. The incumbents
in the user's Job and the incumbents
in the Job or group of Jobs on which
the validity study was conducted per-
form substantially the same major
work behaviors, as shown by approprl-
ate job analyses both on the Job or
group of jobs on which the validity
study was performed and on the Job
for which the selection procedure Is to
be used; and

(3) Fairness evidence. The studies in-
elude a study.of test fairness for each
race, sex, and ethnic group which con-
stitutes a significant factor in the bor-
rowing user's relevant labor market
for the Job or Jobs in question. If the
studies under consideration satisfy (1)
and (2) above but do not contain an In-
vestigation of test fairness, and it is
not technically feasible for' the bor-
rowing user to conduct an internal
study of test fairness, the borrowing
user may utilize the study until stud-
ies conducted elsewhere meeting the
requirements of these guidelines show
test unfairness, or until such time as It
becomes technically feasible to con-
duct an internal ttudy of test fairness
and the results of that study can be
acted upon. Users obtaining selection
procedures from publishers should

consider, as one factor in the decision
to purchase a particular selection pro-
cedure, the availability of evidence
concerning test fairness.

C. Validity evidence from multiunit
study. if validity evidence from a study
covering more than one unit within an
organization statisfies the require-
ments of section 14B below, evidence
of validity specific to each unit will
not be required unless there are varia-
bles which are likely to affect validity
significantly.

D. Other significant variables. If
there are variables in the other studies
which are likely to affect validity sig-
nificantly, the user may not rely upon
such studies, but will be expected
either to conduct an internal validity
study or to comply with section 6
above.

Sac. 8. Cooperative studies.-A. En-
couragement of cooperative studies.
The agencies Issuing these guidelines
encourage employers, labor organiza-
tions, and employment agencies to co-
operate in research, development,
search for lawful alternatives, and va-
lidity studies in order to achieve proce-
dures which are consistent with these
guidelines.

B. Standards for use of cooperative
studies. If validity evidence from a co-
operative study satisfies the require-
ments of section 14 below, evidence of
validity specific to each user will not
be required unless there are variables
in the user's situation which are likely
to affect validity significantly.

Sc 9. No assumption of validity.-
A. Unacceptable substitutes for evi-
dence of validity. Under no circum-
stances will the general reputation of
a test or other selection procedures, its
author or its publisher, or casual re-
ports of its validity be accepted in lieu
of evidence of validity. Specifically
ruled out are: assumptions of validity
based on a procedure's name or de-
scriptive labels; all forms of promo-
tional literature; data bearing on the
frequency of a procedure's usage; testi-
monial statements and credentials of
sellers, users, or consultants; and other
nonempirical or anecdotal accounts of
selection practices or selection out-
comes.

B. Encouragement of Professional
supervision Professional supervision
of selection activities is encouraged
but is not a substitute for documented
evidence of validity. The enforcement
agencies will take into account the
fact that a thorough job analysis was
conducted and that careful develop-
ment and use of a selection procedure
in accordance with professional stand-
ards enhance "the probability that the
selection procedure Is valid for the job.

SEc. 10. Employment agencies and
employment services.-A. Where selec-
tion procedures are devised by agency.
An employment agency, including pri-
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vate employment agencies and State
employment agencies, which agrees to
a request by an employer or labor or-
ganization to device and utilize a selec-
tion procedure should follow, the
standards in these guidelines for de-
termining adverse impact. If adverse
Impact exists the agency should
comply with these guidelines. An em-
ployment agency is not relieved of its
obligation herein because the user did
not request such validation or has re-
quested the use of some lesser stand-
ard of validation than is provided in
these guidelines. The use of an em-
ployment agency does not relieve an
employer or labor organization or
other user of its responsibilities under
Federal law to provide equal employ-
ment opportunity or its obligations as
a user under these guidelines.

B. Where selection procedures are de-
vised elsewhere. Where an employ-
ment agency or service is requested to
administer a selection procedure
which has been devised elsewhere and
to make referrals pursuant to the re-
sults, the employment agency or serv-
Ice should maintain and have available
evidence of the impact of the selection
and referral procedures which it ad-
ministers. If adverse impact results
the agency or service should comply
with these guidelines. If the agency or
service seeks to comply with these
guidelines by reliance upon validity
studies or other data in the possession
of the employer, it should obtain and
have available such Information.

SEC. 11. Disparate treatment The
principles of disparate or unequal
treatment must be distinguished from
the concepts of validation. A selection
procedure-even though validated
against job performance in accordance
with these guidelines-cannot be im-
posed upon members of a race, sex, or
ethnic group where other employees,
applicants, or members have not been
subjected to that standard. Disparate
treatment occurs where members of a
race, sex, or ethnic group have been
denied the same employment, promo-
tion, membership, or other employ-
ment opportunities as have been avail-
able to other employees or applicants.
Those employees or applicants who
have been denied equal treatment, be-
cause of prior discriminatory practices
or policies, must at least be afforded
the same opportunities as had existed
for other employees or applicants
during the period of discrimination.
Thus, the persons who were in the
class of persons discriminated against
during the period the user followed
the discriminatory practices should be
allowed the opportunity to qualify
under less stringent selection proce-
dures previously followed, unless the
user demonstrates that the increased
standards are required by business ne-
cessity. This section does not prohibit

RULES AND REGULATIONS

a user who has not previously followed
merit standards from adopting merit
standards which are in compliance
with these guidelines; nor does it pre-
clude a user who has previously used
invalid or unvalidated selection proce-
dures from developing and using-pro-
cedures which are in accord with these
guidelines.

SEC. 12. Retesting of applicants.
Users should provide a reasonable op-
portunity for retesting and reconsider-
ation. Where examinations are admin-
istered periodically with public notice,
such reasonable opportunity exists,
unless persons who have previously
been tested are precluded from retest-
ing. The user may however take rea-
sonable steps to preserve the security
of its procedures.

SEC. 13. Affirmative action.-A. Af-
firmative action obligations. The use
of selection' procedures which have
been validated pursuant to these
guidelines does not relieve users of any
obligations they may have to under-
take affirmative action to assure equal
employment opportunity. Nothing in
these guidelines is Intended to pre-
clude the use of lawful selection proce-
dures which assist in remedying the
effects of prior discriminatory prac-
tices, or the achievement of affirma-
tive action objectives.

B. Encouragement of voluntary af-
firmative action programs. These
guidelines are also intended to encour-
age the adoption and implementation
of voluntary affirmative action pro-
grams by users who have no obligation
under Federal law to adopt them; but
are not intended to impose any new
obligations in that regard. The agen-
cies issuing and endorsing these guide-
lines endorse for all private employers -
and reaffirm for all governmental em-
ployers the Equal Employment Oppor-
tunity Coordinating Council's "Policy
Statement on Affirmative Action Pro-
grams for State and Local Govern-
ment Agencies" (41 FR 38814, Septem-
ber 13, 1976). That policy statement is
attached hereto as appendix, section
17.

TEcHNIcAL STANDARDS

SEC. 14. Technical standards for va-
lidity studies. The following minimum
standards, as applicable, should be met
in conducting a validity study. Noth-
ing in these guidelines is intended to
preclude the development and use of
other professionally acceptable tech-
niques with respect to validation of se-
lection procedures. Where it is not
technically feasible for a user to con-
duct a validity study, the user has the
obligation otherwise to comply with
these guidelines. See sections 6 and 7
above.

A. Validity studies should be based
on review of information about the
job. Any validity study should be

based upon a review of Information
about the job for which the selection
procedure is to be used. The review
should include a job analysis except as
provided in section 14B(3) below with
respect to criterion-related validity.
Any method of job analysis may be
used if it provides the information re-
quired for the specific validation strat-
egy used.

B. Technical standards for criterion-
related validity studie&-(1) Technical
feasibility. Users choosing to validate
a selection procedure by a criterion-re-
lated validity strategy should deter-
mine whether it is technically feasible
(as defined in section 16) to conduct
such a study in the particular employ-
ment context. The determination of
the number of persons necessary to
permit the conduct of a meaningful
criterion-related study should be made
by the user on the basis of all relevant
information concerning the selection
procedure, the potential sample and
the employment situation. Where ap-
propriate, jobs with substantially the
same major work behaviors may be
grouped together for validity studies,
in order to obtain an adequate sample.
These guidelines do not require a user
to hire or promote persons for the
purpose of making it possible to con.
duct a criterion-related study.

(2) Analysis of the job. There should
be a review of job information to de-
termine measures of work behavior(s)
or performance that are relevant to
the job or group of jobs In question.
These measures or criteria are rele-
vant to the extent that they represent
critical or Important job duties, work
behaviors or work outcomes as devel-
oped from the review of Job informa-
tion. The possibility of bias should be
cohsidered both in selection of the cri-
terion measures and their application.
In view of the possibility of bias in
subjective evaluations, supervisory
rating techniques and Instructions to
raters should be carefully developed.
All criterion measures and the meth-
ods for gathering data need to be ex-
amined for freedom from factors
which would unfairly alter score. of
members of any group. The relevance
of criteria and their freedom from bias
are of particular concern when there
are significant differences In measures
of job performance for different
groups.

(3) Criterion measures. Proper safe-
guards should be taken to Insure that
scores on selection procedures do not
enter into any judgments of employee
adequacy that are to be used as crite-
rion measures. Whatever criteria are
used should represent important or
critical work behavior(s) or work out-
comes. Certain criteria may be used
without a full job analysis if the user
can show the Importance of the crite-
ria to the particular employment con-
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cext. These criteria include but are not
limited to production rate, error rate,
tardiness, absenteeism, and length of
service. A standardized rating of over-
all work performance may, be used
where a study of the job shows that it
is an appropriate criterion. Where per-
formance in training is used as a crite-
non, success in training should be
properly measured and the relevance
of the training should be shown either
through a comparsion of the content
of the training program with the criti-
cal or important work behavior(s) of
the job(s), or through a demonstration
of the relationship between measures
of performance in training and meas-
ures of job performance. Measures of
relative success in training include but
are not limited to.,instructor evalua-
tions, performance samples, or tests.
Criterion measures consisting of paper
and pencil tests will be closely re-
viewed for job relevance.

(4) Representativeness of the sample.
Whether the study Is predictive or
concurrent, the sample subjects
should insofar as feasible be represent-
ative of the candidates normally avail-
able in the relevant labor market for
the job or gfoup of jobs in question,
and should insofar as feasible include
the races, sexes, and ethnic groups
normally available in the relevant job
market. In determining the represen-
tativeness of the sample in a concur-
rent validity study, the user should
take into account the extent to which
the specific knowledges or skills which
are the primary focus of the test are*
those which employees learn on. the
job.

Where samples are combined or
compared, attention should be given
to see that such samples are compara-
ble in t~rms of the actual job they per-
form, the length of time on the job
where time on the job is likely to
affect performance, and other relevant
factors likely to affect validity differ-
ences; or that these factors are includ-
ed in the design of the study and their
effects identified.

(5) Statistical -relationships. The
degree of relationship between selec-
tion procedure scores and criterion
measures should be examined and
computed, using professionally accept-

- able statistical procedures. Generally,
a selection procedure is considered re-
lated to the criterion, for the purposes
of these guidelines, when the relation-
ship between performance on the pro-
cedure and performance on the crite-
rion measure is statistically significant
at the 0.05 level of significance, which
means that it is sufficiently'high as to
have a probability of no more than
one (1) in twenty (20) to have occurred
by chance. Absence of a statistically
significant relationship between a se-
lection prbcedure and job performance
should not necessarily discourage

other investigations of the validity of
that selection procedure.

(6) Operational use of selection pro-
cedures. Users should evaluate each se-
lection procedure to assure that it Is
appropriate for operational use, in-
cluding establishment of cutoff scores
or rank ordering. Generally, if other
factors reman the same, the greater
the magnitude of the relationship
(e.g., coorelation coefficent) between
performance on a selection procedure
and one or more criteria of perform-
ance on the Job, and the greater the
importance and number of aspects of
job performance covered by the crite-
ria, the more likely It is that the pro-
cedure will be appropriate for use. Re-
liance upon a selection procedure
which Is significantly related to a cr-
terion measure, but which Is based
upon a study involving a large number
of subjects and has a low correlation
coefficient will be subject to close
review if It has a large adverse impact.
Sole reliance upon a single selection
instrument which is related to only
one of many Job duties or aspects of
job performance will also be subject to
close review. The appropriateness of a
selection procedure is best evaluated
in each particular situation and there
are no minimum -correlation coeffi-
cients applicable to all employment
situations. In determining whether a
selection procedure is appropriate for
operational use the following consider-
ations should also be taken into ac-
count: The degree of adverse impact of
the procedure, the availability of
other selection procedures of greater
or substantially equal validity.

(7) Overstatement of validity find-
ings. Users should avoid reliance upon
techniques which tend to overestimate
validity findings as a result of capital-
ization on chance unless an appropri-
ate safeguard is taken. Reliance upon
a few selection procedures or criteria
of successful job performance when
many selection procedures or criteria
of performance have been studied, or
the use of optimal statistical weights
for selection procedures computed in
one sample, are techniques which tend
to inflate validity estimates as a result
of chance. Use of a large sample is one
safeguard: cross-validation is another.

(8) Fairness. This section generally
calls for studies of unfairness where
technically feasible. The concept of
fairness or unfairness of selection pro-
cedures is a developing concept. In ad-
dition, fairness studies generally re-
quire substantial numbers of employ-
ees in the job or group of jobs being
studied. For these reasons, the Federal
enforcement agencies recognize that
the obligation to conduct studies of
fairness imposed by the guidelines
generally will be upon users or groups
of users with a large number of per-
sons in a a job class, or test developers;

and that small users utilizing their
own selection procedures will general-
ly not be obligated to conduct such
studies because it will be technically
infeasible for them. to do so.

(a) Unfairness defined. When mem-
bers of one race, sex, or ethnic group
characteristically obtain lower scores
on a selection procedure than mem-
bers of another group, and the differ-
ences in scores are not reflected in dif-
ferences In a measure of job perform-
ance, use of the selection procedure
may unfairly deny opportunities to
members of the group that obtains the
lower scores. -

(b) Investigation of fairness. Where
a selection procedure results in an ad-
verse Impact on a race, sex, or ethnic
group identified in accordance with
the classifications set forth in section
4 above and that group Is a significant
factor in the relevant labor market,
the user generally should investigate
the possible existence of unfairness
for that group if It s technically feasi-
ble to do so. The greater the severity
of the adverse impact on a group, the
greater the need to investigate the
possible existence of unfairness.
Where the weight of evidence from
other studies shows that the selection
procedure predicts fairly for the group
in question and for the same or simil
Jobs, such evidence may be relied on in
connection with the selection proce-
dure at Issue.

(c) General considerations in fair-
ness investigations. Users conducting
a study of fairness should review the
A.Pa.. Standards regarding investiga-
tion of possible bias in testing. An in-
vestigation of fairness of a selection
procedure depends on both evidence of
validity and the manner in which the
selection procedure is to be used in a
particular employment context. Fair-
ness of a selection procedure cannot
necessarily be specified in advance
without investigating these factors. In-
vestigation of fairness of a selection
procedure in samples where the range
of scores on selection procedures or
criterion measures is severely restrict-
ed for any subgroup sample (as com-
pared to other subgroup samples) may
produce misleading evidence of unfair-
ness. That factor should accordingly
be taken into account in conducting
such studies and before reliance is
placed on the results.

(d) When unfairness is shown. If un-
fairness Is demonstrated through a
showing that members of a particular
group perform better or poorer on the
Job than their scores on the selection
procedure would indicate through
comparison with how memhers of
other groups perform, the user may
either revise or replace the selection
Instrument in accordance with these
guidelines, or may continue to use the
selection instrument operationally
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with appropriate revisions in its use to
assure compatibility between the prob-
ability of successful job performance
and the probability of being selected.

(e) Technidal feasibility of fairness
studies. In addition to the general con-
ditions needed for technical feasibility
for the conduct of a criterion-related
study (see section 16, below) an inves-
tigation of fairness requires the fol-
lowing,
. (i) An adequate sample of persons in

each group available for the study to
achieve findings of statistical signifi-
cance. Guidelines do not require a user
to hire or promote persons on the
basis of group classifications for the
purpose of making It possible to con-
duct a study of fairness; but the user
has the obligation otherwise to comply
with these guidelines.

(Ii) The samples for each group
should be comparable in terms of the
actual Job they perform, length of
time on the Job where time on the job
is likely to affect performance, and
other relevant factors likely to affect
validity differences; or such factors
should be included in the design of the
study and their effects identified.

(f) Continued use of selection proce-
dures when fairness studies not feasi-
ble. If a study of fairness should other-
wise be performed, but is not techni-
cally feasible, a selection procedure
may be used which has otherwise met
the validity standards of these guide-
lines, unless the technical infeasibility
resulted from discriminatory employ-
ment practices which are demonstrat-
ed by facts other than past failure to
conform with requirements for valida-
tion of selection procedures. However,
when it becomes technically feasible
for the user to perform a study of fair-
ness and such a study is otherwise.
called for, the user should conduct the
study of fairness.

C. Technical standards for content
validity studies.-(1) -Appropriateness
of content validity studies. Users
choosing to validate a selection proce-
dure by a content validity strategy
should determine whether it is appro-
priate to conduct such a study in the
particular employment context. A se-
lection procedure can be supported by
a content validity strategy to the
extent that it is a representative
sample of the content of the job. Se-
lection procedures which purport to
measure knowledges, skills, or abilities
may in certain circumstances be justi-
fied by content validity, although they
may not be representative lamples, if
the knowledge, skill, or ability meas-
ured by the selection procedure can be
operationally defined as provided in
section 14C(4) below, and if that
knowledge, skill, or ability is a neces-
sary prerequisite to successful job per-
formance.

A selection procedure based upon in-
ferences about mental processes
cannot be supported solely or primar-
ily on the basis of content validity.
Thus, a content strategy is not appro-
priate for demonstrating the validity
of selection procedures which purport
to measure traits or constructs, such
as intelligence, aptitude, personality,
commonsense, judgment, leadership,
and spatial ability. Content validity is
also not an appropriate strategy when
the selection procedure involves
knowledges, skills, or abilities which
an employee will be expected to learn
on the job.

(2) Job analysis for content validity.
There should be a job analysis which
includes an analysis of the important
work behavior(s) required for success-
ful performance and their relative im-
portance and, if the behavior results
in work product(s), an analysis of the
Work product(s). Any job analysis
should focus on the work behavior(s)
and the tasks associated with them. If
work behavior(s) are not observable,
the job analysis should identify and
analyze those aspects of the
behavior(s) that can be observed and
the observed work products. The work,
behavior(s) selected for measurement
should be critical work behavior(s)
and/or important work behavior(s)
constituting most of the job.

(3) Development of selection proce-
dures. A selection procedure designed
to measure the work behavior may be
developed specifically from the job
and job analysis in question, or may
have been previously developed by the
user, or by other users or by a test
publisher.

(4) Standards for demonstrating con-
tent validity. To demonstrate the con-
tent validity of a selection procedure,
a user should show that the
behavior(s) demonstrated in the selec-
tion procedure are a representative
sample of the behavior(s) of the job in
question or that the selection proce-
dure provides a representative sample
of the work product of the job. In the
case of a selection procedure measur-
ing a knowledge, skill, or ability, the
knowledge, skill, or ability being meas-
ured should be operationally defined.
In the case of a selection procedure
measuring a knowledge, the knowledge
being measured should be operational-
ly defined as that body of learned in-
formation which is used in and is a
necessary prerequisite for observable
aspects of work behavior of the jqb. In
the case of skills or abilities, the skill
or ability being measured should be
operationally defined in terms of ob-
servable aspects of work behavior of
the job. For any selection procedure
measuring a knowledge, skill, or abili-
ty the user should show that (a) the
selection procedure measures and is a
representative sample of that knowl-

edge, skill, or ability; and (b) that
knowledge, skill, or ability Is used In
and is a necessary prerequisite to per-
formance of critical or important work
behavior(s). In addition, to be content
valid, a selection procedure measuring
a skill or ability should either closely
approximate an observable work be-
havior, or its product should closely
approximate an observable work prod-
uct. If a test purports to sample a
work behavior or to provide a sample
of a work product, the manner and
setting of the selection procedure and
its level and complexity should closely
approximate the work situation. The
closer the content and the context of
the selection procedure are to work
samples or work behaviors, the strong-
er is the basis for showing content va-
lidity. As the content of the selection
procedure less resembles a work be-
havior, or the setting and manner of
the administration of the selection
procedure less resemble the work situ-
ation, or the result less resembles a
work product, the less likely the selec-
tion procedure is to be content valid,
and the greater the need for other evi-
dence of validity.

(5) Reliability. The reliability of se-
lection procedures justified on the
basis of content validity should be a
matter of concern to the user. When-
ever It, is feasible, appropriate statisti-
cal estimates should be made of the re-
liability of the selection procedure.

(6) Prior training or experience. A
requirement for or evaluation of spe-
cific prior training or experience based
on content validity, including a specifi-
cation of level or amount of training
or experience, should be justified on
the basis of the relationship between
the content of the training or experi-
ence and the content of the Job for
which the training or experience Is to
be required or evaluated. The critical
consideration is the resemblance be-
tween the specific behaviors, products,
knowledges, skills, or abilities In the
experience or training and the specific
behaviors, products, knowledges, skills,
or abilities required on the job, wheth-
er or not there is close resemblance be.
tween the experience or training as a
whole and the job as a whole.

(7) Content validity of training suc-
cess. Where a measure of success in a
training program is used as a selection
procedure and the content of a train-
ing program is justified on the basis of
content validity, the use should be Jus-
tified on the relationship between the
content of the training program and
the content of the Job,

(8) Operational use. A selection pro-
cedure which is supported on the basis
of content validity may be used for a
job if It represents a critical work be-
havior (i.e., a behavior which Is neces-
sary for performance of the job) or
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.work behaviors which constitute most
of the important parts of the job.

(9) Ranking based on, content valid-
ity studies. If a user can show, by a job
analysis or otherwise, that a higher
score on a content valid selection pro-
cedure is likely to result in better job
performance, the results may be used
to rank persons who score above mini-
mum levels. Where a selection proce-
dure supported solely or primarily by
content validity is used to rank job
candidates, the selection procedure
should measure those aspects of per-
formance which differentiate among
levels of job performance.

D. Technical standards for construct
validity studies.- (1) Appropriateness
of construct validity studies. Con-
struct validity is a more complex strat-
egy than either criterion-related or
content -validity. Construct validation
is a relatively new and developing pro-
cedure in the employment field, and
there is at present a lack of substan-
tial literature extending the concept
to employment practices. The user
should be aware that the effort to
obtain sufficient empirical support for
construct validity is-both an extensive
and arduous effort involving a series
of research studies, which include cri-
terion related validity studies. and
which may include content validity
studies. Users choosing to justify use
of a selection procedure by this strat&
gy should therefore take particular
care to assure that the validity study
meets the standards set forth below.

(2) Job analysis for construct valid-
ity studies. There should be a job anal-
ysis. This job analysis should show the
'Work behavior(s) required for success-
ful peformance of the job, or the
groups of jobs being studied, the criti-
cal or important work behavior(s) in
-the job or group of jobs being studied,
and an identification of the
construct(s) believed to underlie suc-
cessful performance of these critical
or important work behaviors in the
job or jobs in question. Each construct
should be named and defined, so as to
distinguish it from other constructs. If
a grpup of jobs is being studied the
jobs should have in common one or-
more critical or important work behav-
iors at a comparable level of complex-
ity.

(3) Relationship to the job. A selec-
tion procedure should then be identi-
fied or developed which measures the
construct identified in accord with
subparagraph (2) above. The user
should show by empirical evidence
that the selection procedure is validly
related to the construct and that the
construct is validly related to the per-
formance of critical or important work
behavior(s). The relationship between
the construct as measured by the se-
lection procedure and the related work
behavior(s) should be supported by
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empirical evidence from one or more
criterion-related studies Involving the
job or jobs in question which satisfy
the provisions of section 14B above.

(4) Use of construct validity study
without new criterion-related evi-
dence.-(a) Standards for use. Until
such time as professional literature
provides more guidance on the use of
construct validity in employment situ-
ations, the Federal agencies will
accept a claim of construct validity
without a criterion-related study
which satisfies section 14B above only
when the selection procedure has been
used elsewhere in a situation in which
a criterion-related study has been con-
ducted and the use of a criterion-relat-
ed validity study in this context meets
the standards for transportability of
criterion-related validity studies as set
forth above in section 7. However, If a
study pertains to a number of jobs
having common critical or Important
work behaviors at a comparable level
of complexity, and the evidence satis-
fies subparagraphs 14B (2) and (3)
above for those Jobs with criterion-re-
lated validity evidence for-those jobs,
the selection procedure may be used
for all the jobs to which the study per-
tains. If construct validity Is to be gen-
eralized to other Jobs or groups of jobs
not in the group studied, the Federal
enforcement agencies will expect at a
minimum additional empirical re-
search.evidence meeting the standards
of subparagraphs section 14B (2) and
(3) above for the additional Jobs or
groups of Jobs.

(b) Determination of common work
behaviors. In determining whether
two or more jobs have one or more
work behavior(s) in common, the user
should compare the observed work
behavor(s) in each of the Jobs and
should compare the observed work
product(s) in each of the Jobs. If nei-
ther the observed work behavior(s) in
each of the Jobs nor the observed work
product(s) In each of the Jobs are the
same, the Federal enforcement agen-
cies will presume that the work
behavior(s) in each Job are different.
If the work behaviors are not observ-
able, then evidence of similarity of
work products and any other relevant
research evidence will be considered in
determining whether the work
behavior(s) in the two Jobs are the
same.

DOCUMENTATION OF I]4PACT AND
VALMDMT EVIDENCE

SEc. 15. Documentation of impact
and validity evidence.-A. Required
information. Users of selection proce-
dures other than those users comply-
ing with section 15A(M) below should
maintain and have available for each
job information on adverse impact of
the selection process for that job and,
where It is determined a selection
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process has an adverse impact, evi-
dence of validity as set forth below.

(1) Simplified recordkeeping for
users with less than 100 employees. In
order to minimize recordkeeping bur-
dens on employers who employ one
hundred (100) or fewer employees, and
other users not required to file EEO-1.
et seq., reports, such users may satisfy *
the requirements of this section 15 if
they maintain and have available rec-
ords showing, for each yea.

(a) The number of persons hired,
promoted, and terminated for each
Job, by sex, and where appropriate by
race and national origin;

(b) The number of applicants for
hire and promotion by sex and where
appropriate by race and national
origin; and
(c) The selection procedures utilized

(either standardized or not standard-
ized).

These records should be maintained
for each race or national origin group
(see section 4 above) constituting more
than two percent (2%) of the labor
force In the relevant labor area. How-
ever, it is not necessary to maintain
records by race and/or national origin
(see § 4 above) if one race or national
origin group in the relevant labor area
constitutes more than ninety-eight
percent (98%) of the labor force in the
area. If the user has reason to believe
that a selection procedure has an ad-
verse impact, the user should maintain
any available evidence of validity for
that procedure-(see sections 7A and 8).

(2) Information on impacL--(a) Col-
lection of information on impact
Users of selection procedures other
than those complying with section
15A(l) above should maintain and
have available for each job records or
other information showing whether-
the total selection process for that job
has an adverse impact on any of the
groups for which records are called for
by sections 4B above. Adverse impact
determinations should be made at
least annually for each such group
which constitutes at least 2 percent of
the labor force in the relevant labor
area or 2 percent of the applicable
workforce. Where a total selection
process for a job has an adverse
impact, the user should maintain and
have available records or other infor-
mation showing which components
have an adverse impact. Where the
total selection process for a job does
not have an adverse Impact, informa-
tion need not be maintained for indi-
vidual components except in circum-
stances set forth in subsection-
15A(2)(b) below. If the determination
of adverse impact is made using a pro-
cedure other than the "four-fifths
rule," as defined in the first sentence
of section 4D above, a justification,
consistent with section 4D above, for
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the procedure used to determine ad-
verse impact should be available.

(b) When adverse impact has been
eliminated in the total selection proc-
ess. Whenever the total selection proc-
ess for a particular job has had an ad-
verse impact, as defined in section 4
above, in any year, but no longer has
an adverse impact, the user should
maintain and have available the infor-
mation on individual components of
the selection process required in the
preceding paragraph for the period in
which there was adverse impact. In ad-
dition, the user should continue to col-
lect such information for at least two
(2) years after the adverse impact has
been eliminated.

(M) When data insufficient to deter-
mine impact. Where there has been
an insufficient number of selections to
determine whether there is an adverse
Impact of the total selection process
for a particular job, the user should
continue to collect, maintain and have
available the information on individu-
al components of the selection process
required in section 15(A)(2)(a) above
until the information is sufficient to
determine that the overall selection
process does not have an adverse
Impact as defined in section 4 above,
or until the job has changed substan-
tially.

(3) Documentation of validity evi-
dence.-(a) Types of evidence Where a
total selection process has an adverse
impact (see section 4 above) the user
should maintain and have available
for each component of that process
which has an adverse impact, one or
more of the following types of docu-"
mentation evidence:

(I) Drocumentation evidence showing
criterion-related validity of the selec-
tion procedure (see section 15B,
below).

(ii) Documentation evidence showing
content validity of the selection proce-
dure (seesectlon 15C, below).

(iii) Documentation evidence show-
ing construct validity of the selection
procedure (see section 15D, below).

(iv) Documentation evidence from
other studies showing validity of the
selection procedure in the user's facili-
ty (see section ISE, below).

(v) Documentation evidence showing
why a validity study cannot or need
not be performed and why continued
use of the procedure is consistent with
Federal law.

(b) Form of report. This evidence
should be compiled in a reasonably
complete and organized manner to
permit direct evaluation of the validity
of the selection procedure. Previously
written employer or consultant re-
ports of validity, or reports describing
validity studies completed before the
issuance of these guidelines are ac-
ceptable if they are complete in regard
to the documentation requirements
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contained in this section, or if they
satisfied requirements of guidelines
which were in effect when the validity
study was completed. If they are not
complete, the required additional doc-
umentation should be appended. If
necessary information is not available
the report of the validity study may
still be used as documentation, but its
adequacy will be evaluated in terms of
compliance with the requirements of
these guidelines.

(c) Completeness. In the event that
evidence of validity is reviewed by an
enforcement agency, the validation re-
ports completed after the effective
date of these guidelines are expected
to contain the information set forth
below. Evidence denoted by use of the
word "(Essential)" is considered criti-
cal. If information denoted essential is
not included, the report will be consid-
ered incomplete unless the user affir-
matively demonstrates either its una-
vailability due to circumstances
beyond the user's control or special

"circumstances of the user's study
which make the information irrele-
vant. Evidence -not so denoted is desir-
able but its absence will not be a basis
for considering a report incomplete.
The user should maintain and have
available the information called for
under the heading "Source Data" in
sections 15B(11) and 15D(11). While it
is a necessary part of the study, it
need not be submitted with the report.
All statistical results should be orga-
nized and presented in tabular or
graphic form to the extent feasible.

B. Criterion-related validity studies.
Reports of criterion-related validity
for a selection procedure should in-
clude the following information:

(1) User(s), location(s), and date(s)
of study. Dates and location(s) of the
job analysis or review of job informa-
tion, the date(s) and location(s) of the
administration of the selection proce-
dures and collection of criterion data,
and the time between collection of
data on selection procedures and crite-
rion measures should be provided (Es-
sential). If the study was conducted at
several locations, the address of each
location, including city and State,
should be shown.

(2) Problem and setting. An explicit
definition of the purpose(s) of the
study and the circumstances in which
the study was conducted should be
provided. A description of existing se-
lection procedures and cutoff scores, if
any, should be provided.

(3) Job anlysis or Teview of job infor-
mtation. A description of the proce-
dure used to analyze the job or group
of jobs, or to review the job informa-
tion should be provided (Essential).
Where a review of job information re-
sults in criteria which may be used
without a full job analysis (see section
14B(3)), the basis for the selection of

* these criteria should be reported (Es-
sential). Where a job analysis Is re-
quired a complete description of the
work behavior(s) or work outcome(s),
and measures of their criticality or Im-
portance should be provided (Essen-
tial). The report should describe the
basis on which the behavior(s) or
outcome(s) were determined to be
critical or important, such as the pro-
portion of time spent on the respective
behaviors, their level of difficulty,
their frequency of performance, the
consequences of error, or other appro-
priate factors (Essential). Where two
or more jobs are grouped for a validity
study, the information called for In
this subsection should be provided for
each of the jobs, and the justification
for the grouping (see section 14B(1))
should be provided (Essential).

(4) Job titles and codes. It Is desir-
able to provide the user's job title(s)
for the job(s) in question and the cor-
responding job title(s) and code(s)
from U.S. Employment Service's Dic-
tionary of Occupational Titles.

(5) Criterion measures. The bases
for the selection of the criterion meas-
ures should be provided, together with
references to the evidence considered
in making the selection of criterion
measures (essential). A full description
of all criteria on which data were col-
lected and means by which they were
observed, recorded, evaluated, and
quantified, should be provided (essen-
tial). f rating techniques are used as
criterion measures, the appraisal
form(s) and instructions to the
rater(s) should be included as part of
the validation evidence, or should be
explicitly described and available (es-
sential). All steps taken to Insure that
criterion measures are free from fac-
tors which would unfairly alter the
scores of members of any group
should be described (essential).

(6) Sample description. A description
of how the research sample was Identi-
fied and selected should be Included
(essential). The race, sex, and ethnic
composition of the sample, Including
those groups set forth In section 4A
above, sliould be described (essential).
This description should Include the
size of each subgroup (essential). A de-
scription of how the research sample
compares with the relevant labor
market or work force, the method by
which the relevant labor market or
work force was defined, and a discus.
sion of the likely effects on validity of
differences -between the sample and
the relevant labor market or work
force, are also desirable. Descriptions
of educational levels, length of service,
and age are also desirable.

(7) Description of selection proce-
dures. Any measure, combination of
measures, or procedure studied should
be completely and explicitly described
or attached (essential). If commercial-
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ly available selection procedures are
studied, they should be described by
title, form, and publisher (essential).
Reports of reliability estimates and
how they were established are desir-
able.

(8) Techniques and results. Methods
used in analyzing data should be de-
scribed (essential). Measures of central
tendency (e.g., means) and measures
of dispersion (e.g., standard deviations
arid ranges) for all selection proce-
dures and all criteria should be report-
ed for each race, sex, and ethnic group
which constitutes a significant factor
in the relevant labor market (essen-
tial). The magnitude and direction of
all relationships between selection
procedures and criterion measures in-
vestigated should be reported for each
relevant race, sex, and ethnic group
and for the total- group (essential).
Where groups are too small to obtain
reliable evidence of the magnitude of
the relationship, need not be reported
separately. Statements regarding the
statistical significance of results
should be made (essential). Any statis--
tical adjustments, such as for less then
perfect reliability or for restriction of
score range in the selection procedure
or criterion should be described and
explained; and uncorrected correlation
coefficients should also be shown (es-
sential).- Where the statistical tech-
nique categorizes continuous data,
such as biserial correlation and the
phi coefficient, the categories and the
bases on which they were determined
should be described and explained (es-
sential). Studies of test fairness should
be included where called for by the re-
quirements of section 14B(8) (essen-
tial). These studies should include the
rationale by which a selection proce-
dure was determined to be fair to the
group(s) in question. Where test fair-
ness or unfairness has been demon-
strated on the basis of other studies, a
bibliography of the relevant studies
should be included (essential). If the
bibliography includes unpublished
studies, copies of these studies, or ade-
quate abstracts or summaries, should
be attached (essential). Where revi-
sions have been made in a selection
procedure to assure compatability be-
tween successful job performance and
the probability of being selected, the
studies underlying such revisions
should be included (essential). All sta-
tistical results should be organized and
presented by relevant race, sex, and
ethnic group (essential).

(9) Alternative procedures investi-
gated. The selection procedures inves-
tigated and available evidence of their
impact should be identified (essential).
The scope, method, and findings of
the investigation, and the conclusions
reached in light of the findings,
should be fully described (essential).
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(10) Uses and application. The
methods considered for use of the se-
lection procedure (e.g., as a screening
device with a cutoff score, for group-
ing or ranking, or combined with other
procedures in a battery) and available
evidence of their impact should be de-
scribed (essential). This description
should include the rationale for choos-
ing the method for operational use,
and the evidence of the validity and
utility of the procedure as it Is to be
used (essential). The purpose for
which the procedure Is to be used (e.g.,
hiring, transfer, promotion) should be
described (essential). If weights are as-
signed to different parts of the selec-
tion procedure, these weights and the
validity of the weighted composite
should be reported (essential). If the
selection procedure is used with a
cutoff score, the user should describe
the way in which normal expectations
of proficiency within the work force
were determined and the way n which
the cutoff score was determined (es-
sential).

(11) Source data. Each user should
maintain records showing all pertinent
information about individual sample
members and raters where they are
used, in studies involving the valida-
tion of selection procedures. These
records should be made available upon
request of a compliance agency. In the
case of individual sample members
these data should include scores on
the selection procedure(s), scores on
criterion measures, age, sex, race, or
ethnic group status, and experience on
the specific Job on which the valida-
tion study was conducted, and may
also include such things as education,
training, and prior Job experience, but
should not include names and social
security numbers. Records should be
maintained which show the ratings
given to each sample member by each
rater.

(12) Contact person. The name, mail-
ng address, and telephone number of
the person who may be contacted for
further information about the validity
study should be provided (essential).

(13) Accuracy and completeness. The
report should describe the steps taken
to assure the accuracy and complete-
ness of the collection, analysis, and
report of data, and results.

C. Content validity studies. Reports
of content validity for a selection pro-
cedure should include the following in-
£ormation:

(1) User(s), location(s) and date(s) of
study. Dates and location(s) of the job
analysis should be shown (essential).

(2) Problem and setting. An explicit
definition of the purpose(s) of the
study and the circumstances In which
the study was conducted should be
provided. A description of existing se-
lection procedures and cutoff scores, if
any, should be provided.
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(3) Job analysis-Content of the job.
A description of the method used to
'analyze the job should be provided (es-
sential). The work behavior(s), the as-
sociated tasks, and, if the behavior re-
sults in a work product, the work prod-
ucts should be completely described
(essential). Measures of criticality
and/or importance of the work
behavior(s) and the method of deter-
mining these measures should be pro-
vided (essential). Where the job analy-
sis also identified the knowledges,
skills, and abilities used in work
behavior(s), an operational definition
for each knowledge in terms of a body
of learned information and for each
skill and ability in terms of observable
behaviors and outcomes, and the rela-
tionship between each knowledge,
skill, or ability and each work behav-
ior, as well as the method used to de-
termine this relationship, should be
provided (essential). The work situa-
tion should be described, including the
setting in which work behavior(s) are
performed, and where appropriate, the
manner in which knowledges, skills, or
abilities are used, and the complexity
and difficulty of the knowledge, skill,
or ability as used in the work
behavior(s).

(4) Selection procedure and its con-
tent. Selection procedures, including
those constructed by or for the user,
specific training requirements, com-
posites of selection procedures, and
any other procedure supported by con-
tent validity, should be completely and
explicitly described or attached (essen-
tial). If commercially available selec-
tion procedures are used, they should
be described by title, form, and pub-
lisher (essential). The behaviors meas-
ured or sampled by the selection pro-
cedure should be explicitly described
(essential). Where the selection proce-
dure purports to measure a knowledge,
skill, or ability, evidence that the se-
lection procedure measures and is a-
representative sample of the knowl-
edge, skill, or ability should be pro-
vided (essential).

(5) Relationship between the selec-
tion procedure and the job. The evi-
dence demonstrating that the selec-
tion procedure Is a representative
work sample, a representative sample
of the work behavior(s), or a repre-
sentative sample of a knowledge, skil,
or ability as used as a part of a work
behavior and necessary for that be:
havior should be provided (essential).
The user should identify the work
behavior(s) which each item or part of
the selection procedure is intended to
sample or measure (essential). Where
the selection procedure purports to
sample a work behavior or to provide a
sample of a work product, a compari-
son should be provided of the manner,
setting, and the level of complexity of
the selection procedure with those of
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the work situation (essential). If any
steps were taken to reduce adverse
impact on a race, sex, or ethnic group
in the content of the procedure or in
its administration, these steps should
be described. Establishment of time
limits, if any, and how these limits are
related to the speed with which duties
must be performed on the job, should
be explained. Measures of central
tend- ency (e.g., means) and measures
of dispersion (e.g., standard devi-
ations) and estimates of realibility
should be reported for all selection
procedures if available. Such reports
should be made for relevant race, sex,
and ethnic subgroups, at least on a
statistically reliable sample basis.

(6) Alternative procedures investi-
gated. The alternative selection proce-
dures investigated and available evi-
dence of their impact should be identi-
fied (essential). The scope, method,-
and findings of the investigation, and
the conclusions reached in light of the
findings, should be fully described (es-
sential).

(7) Uses and applications. The
methods considered for use of the se-
lection procedure (e.g., as a screening
device with a cutoff score, for group-
ing or ranking, or combined with other
procedures in a battery) and available
evidence of their impact should be de-
scribed (essential). This description
should include the rationale for choos-
ing the method for operational use,
and the evidence of the validity and
utility of the procedure as it is to be
used (essential). The purpose for
which the procedure is to be used (e.g.,
hiring, transfer, promotion) should be
described (essential). If the selection
procedure is used with a cutoff score,
the user should describe the way in
which normal expectations of profi-
ciency within the work force were de-
termined and the way in which the
cutoff score was determined (essen-
tial). In addition, if the selection pro-
cedure is to be used for ranking, the
user should specify the evidence show-
ing that a higher score on the selec-
tion procedure is likely to result in
better job performance.

(8) Contact person. The name, mail-
ing address, and telephone number of
the person who may be contacted for
further information about the validity
study should be provided (essential).-

(9) Accuracy and completeness. The
report should describe the steps taken
to assure the accuracy and complete-
ness of the collection, analysis, and
report of data and results.

D. Construct validity studies. Re-
ports of construct validity for a selec-
tion procedure should include the fol-
lowing information:

(1) User(s), location(s), and date(s)
of study. Date(s) and location(s) of the
job analysis and the gathering of
other evidence called for by these

guidelines should be provided (essen-
tial).

(2) Problem and setting. An explicit
definition of the purpose(s) of the
study and the circumstances in which
the study was conducted should be
provided. A description of existing se-
lection procedures and cutoff scores, if
any, should be provided.

(3) Construct definition. A clear
definition of the construct(s) which
are believed to underlie successful per-
formance of the critical or important
work behavior(s) should be provided
(essential). This definition should in-
clude the levels of construct perform-
ance relevant to the job(s) for which
the selection procedure is to be used
(essential). There should be a sum-
mary of the position of the construct
in the psychological literature, or in
the absence of such a position, a de-
scription of the way in which the defi-
nition and measurement of the con-
struct was developed and the psycho-
logical theory underlying it (essential).
Any quantitative data which identify
or define the job constructs, such as
factor analyses, should be provided
(essential).

(4) Job analysis. A description of the
method used to analyze the job- should
be provided (essential). A complete de-
scription of the work behavior(s) and,
to the extent appropriate, work out-
comes and measures of their criticality
and/or importance should be provided
(essential). The report should also de-
scribe the basis on which the
behavior(s) or outcomes were deter-
mined to be important, such as their
level of difficulty, their frequency of
performance, the consequences of
error or other appropriate factors (es-
sential). Where jobs are grouped or
compared for the purposes of general-
izing validity evidence, the work
behavior(s) and work product(s) for
each of the jobs should be described,
and conclusions concerning the simi-
larity of the jobs in terms of observ-
able work behaviors or work products
should be made (essential).

(5) Job titles and codes. It is desir-
able to provide the selection procedure
user's job title(s) for the job(s) in
question and the corresponding job
title(s) and coae(s) from the United
States Employment Service's dictio-
nary of occupational titles.

(6) Selection procedure. The selec-
tion procedure used as a measure of
the construct should be completely
and explicitly described or attached
(essential). If commercially available
selection procedures are used, they
should be identified by title, form and
publisher (essential). The research evi-
dence of the relationship between the
selection procedure and the construct,
such as factor structure, should be in-
cluded (essential). Measures of central
tendency, variability and reliability of

the selection procedure should be pro-
vided (essential). Whenever feasible,
these measures should be provided
separately for each relevant race, sex
and ethnic group.

(7) Relationship to job performance.
The criterion-related study(tes) and
other empirical evidence of the rela-
tionship between the construct meas-
ured by the selection procedure and
the related work behavior(s) for the
job or jobs in question should be pro-
vided (essential). Documentation of
the criterion-related study(ies) should
satisfy the provisions of section 15B
above or section 15E(1) below, except
for studies conducted prior to the ef-
fective date of these guidelines (essen-
tial). Where a study pertains to a
group of jobs, and, on the basis of the
study, validity is asserted for a job In
the group, the observed work beha-
viors and the observed work products
for each of the jobs should be de-
scribed (essential). Any other evidence
used in determining whether the work
behavior(s) in each of the Jobs Is the
same should be fully described (essen-
tial).

(8) Alternative procedures investi-
gated. The alternative selection proce-
dures investigated and available evi-
dence of their impact should be identi-
fied (essential). The scope, method,
and findings of the Investigation, and
the conclusions reached In light of the
findings should be fully described (es-
sential).

(9) Uses and applications, The
methods considered for use of the se-
lection procedure (e.g., as a screening
device with a cutoff score, for group-
ing or ranking, or combined with other
procedures in a battery) and available
evidence of their Impact should be de-
scribed (essential). This description
should include the rationale for choos-
ing the method for operational use,
and the evidence of the validity and
utility of the procedure as It Is to be
used (essential). The purpose for
which the procedure is to be used (e.g.,
hiring, transfer, promotion) should be
described (essential). If weights are as-
signed to different parts of the selec-
tion procedure, these weights and the
validity of the weighted composite
should be reported (essential). If the
selection procedure Is used with a
cutoff score, the user should describe
the way in which normal expectations
of proficiency within the work force
were determined and the way In which
the cutoff score was determined (es-
sential).

(10) Accuracy and completeness, The
report should describe the steps taken
to assure the accuracy and complete.
ness of the collection, analysis, and
report of data and results.

(11) Source data. Each user should
maintain records showing all pertinent
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information relating -to its study of
construct validity.

(12) Contact person. The name, mail-
ipg address, and telephone number of
the individual who may be contacted
for further information about the va-
lidity study should be provided (essen-
tial).

E. Evidence of validity from other
studies. When validity of a selection
procedure is supported by studies not
done by the user, the evidence from
the original study or studies should be
compiled in a manner similar to that
required in the appropriate section of
this section 15 above. In addition, the
following evidence should be supplied:

(1) Evidence from criterion-related
validity studies.-a. Job information.
A description of the important job
behavior(s) of the user's job and the
basis on which the behaviors were de-
termined to be important should be
provided (essential). A full description
of the basis for determining that these
important work behaviors are the
same as those of the job in the origi-
nal study (or studies), should be pro-
vided (essential).

b. Relevance of criteria. A full de-
scription of the basis on which the cri-
teria used in the original studies are
determined to be relevant for the user
should be provided (essential).
c. Other variables The similarity of

important applicant pool or sample
characteristics reported in the original
studies to those of the user should be
described (essential), A description of
the comparison between the race, sex
and ethnic composition of the user's
relevant labor market and the sample
in the original validity studies should
be provided (essential).

d. Use of the selection procedure A
full description should be provided
shbwing that the use to be made of
the selection procedure is consistent
with the findings of the original valid-
ity studies (essential).

e. Bibliography. A bibliography of
reports of validity of the selection pro-
cedure for the job-or jobs in question
should be provided (essential). Where

- any of the studies included an investi-
gation of test fairness, the. results of
this investigation should be provided
(essential). Copies of reports published
in journals that are not commonly
available should be described in detail
-or attached (essential). Where a user
is relying upon unpublished studies, a
reasonable effort should be made to
obtain these studies. If these unpub-
lished studies are the sole source of va-
lidity evidence they should be de-
scribed in detail or attached (essen-
tial). If these studies are not available,
the name and address of the source,
an adequate abstract or summary of
the validity study and data, and a con-
tact person in the source organization
should be provided (essential).

RULES AND REGULATIONS

(2) Evidence from content validity
studies. See section 14C(3) and section
15C above.

(3) Evidence from construct validity
studies. See sections 14D(2) and 15D
above.

F. Evidence of validity from coopera-
tive studies. Where a selection proce-
dure has been validated through a co-
operative study, evidence that the
study satisfies the requirements of sec-
tions 7, 8 and 15E shouli be provided
(essential).

G. Selection for higher lael Job. If a
selection procedure is used to evaluate
candidates for jobs at a higher level
than those for which they will initially
be employed, the validity evidence
should satisfy the documentation pro-
visions of this section 15 for the
higher level Job or Jobs, and In addi-
tion, the user should provide: (1) a de-
scription of the job progression struc-
ture, formal or informal; (2) the data
showing how many employees pro-
gress to the higher level Job and the
length of time needed to make this
progression; and (3) an identification
of any anticipated changes in the
higher level job. In addition, If the test
measures a knowledge, skill or ability,
the user should provide evidence that
the knowledge, skill or ability is re-
quired for the higher level job and the
basis for the conclusion that the
knowledge, skill or ability is not ex-
pected to develop from the training or
experence on the Job.

H. Interim use of selection proce-
dures. If a selection procedure is being
used on an interim basis because the
procedure is not fully supported by
the required evidence of validity, the'
user should maintain and have availa-
ble (1) substantial evidence of validity
for the procedure, and (2) a report
showing the date on which the study
to gather the additional evidence com-
menced, the estimated completion
date of the study, and a description of
the data to be collected (essential).

DEFINrrIONS

SEc. 16. Definitions. The following
definitions shall apply throughout
these guidelines:

A. Ability. A present competence to
perform an observable behavior or a
behavior which results In an observ-
able product.

B. Adverse impact A substantially
different rate of selection In hiring.
promotion, or other employment deci-
sion which works to the disadvantage
of members of a race, sex, or ethnic
group. See section 4 of these guide-
lines.

C. Compliance with these guidelines.
Use of a selection procedure is in com-
pliance with these guidelines f such
use has been validated in accord with
these guidelines (as defined below), or
if such use does not result In adverse
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Impact on any race, sex, or ethnic
group (see section 4. above), or. in un-
usual circumstances, if use of the pro-
cedure Is otherwise justified in accord
with Federal law. See section 6B,
above.

D. Content validity. Demonstrated
by data showing that the content of a
selection procedure is representative
of important aspects of performance
on the Job. See section 5B and section
14C.

E. Construct validity. Demonstrated
by data showing that the selection
procedure measures the degree to
which candidates have identifiable
characteristics which have been deter-
mined -to be important for successful
Job performance. See section 5B and
section 14D.

F. Criterion-related validity. Demon-
strated by empirical data showing that
the selection procedure is predictive of
or significantly correlated with impor-
tant elements of work behavior. See
sections 5B and 14B.

G. Employer. Any employer subject
to the provisions of the Civil Rights
Act of 1964, as amended, including
State or local governmexits and any
Federal agency subject to the provi-
sions of section 717 of the Civil Rights
Act of 1964. as amended, and any Fed-
eral contractor or subcontractor or
federally assisted construction con-
tractor or subcontactor covered by Ex-
ecutive Order 11246, as amended.

H. Employment agency. Any employ-
ment agency subject to the provisions
of the Civil Rights Act of 1964, as
amended.

L Enforcement action. For the pur-
poses of section 4 a proceeding by a
Federal enforcement agency such as a
lawsuit or an administrative proceed-
ing leading to debarment from or
withholding, suspension, or termina-
tion of Federal Government contracts
or the suspension or withholding of
Federal Government funds; but not a
finding of reasonable cause or a concil-
ation process or the issuance of right
to sue letters under title VII or under
Executive Order 11246 where such
finding, conciliation, or issuance of
notice of right to sue is based upon an
individual complaint.

J. Enforcement agency. Any agency
of the executive branch of the Federal
Government which adopts these
guidelines for purposes of the enforce-
ment of the equal employment oppor-
tunity laws or which has responsibility
for securing compliance with them.
"K. Job analysis. A detailed state-

ment of work behaviors and other in-
formation relevant to the job.

L. Job description. A general state-
ment of job duties and responsibilities.

LL Knowledge- A body of informa-
tion applied directly to the perform-
ance of a function.
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N. Labor organization. Any labor or-
ganization subject to the provisions of
the Civil Rights Act of 1964, as amend-
ed, and any committee subject thereto
controlling apprenticeship or other
training.

0. Observable. Able to be seen,
heard, or otherwise perceired by a
person other than the person perform-
ing the action.

P. Race, sex, or ethnic group. Any
group of persons identifiable on the
grounds of race, color, religion, sex, or
national origin.

Q. Selection procedure. Any meas-
ure, combination of measures, or pro-
cedure used as abasis for any employ-
ment decision. Selection procedures in-
clude the full range of assessment
techniques from traditiQnal paper and
pencil tests, performance tests, train-
ing programs, or probationary periods
and physical, educational, and work.
experience requirements through in-
formal or casual interviews and uns-
cored application forms.

R. Selection rate. The proportion of
applicants or candidates who are
hired, promoted, or otherwise selected.

S. Should. The term "should" as
used in these guidelines is intended to
connote action which is necessary to
achieve compliance with the guide-
lines, while recognizing that there are
circumstances where alternative
courses of action are open to users.

T. Skill. A present, observable com-
petence to perform a learned psycho-
moter act.
. U. Technical feasibility. The exist-
ence of conditions permitting the con-
duct of meaningful criterion-related
validity studies. These conditions in-
lude: (1) An adequate sample of per-

sons available for the study to achieve
findings of statistical significance; (2)
having or being able to obtain a suffi-
cient range of scores on the selection
procedure and job performance meas-
ures to produce validity results which
can be expected to be representative
of the results if the ranges normally
expected were utilized; and (3) having
or being able to devise unbiased, reli-
able and relevant measures of job per-
formance or other criteria of employee
adequacy. See section 14B(2). With re-
spect to investigation of possible un-
fairness, the same considerations are
applicable to each group for which the
study is made. See section 14B(8).

V. Unfairness of selection procedure.
A condition in which members of one
race, sex, or ethnic group characteris-
tically obtain lower scores on a selec-
tion procedure than members of an-
other group, and the differences are
not reflected in differences in meas-
ures of job performance. See section
14B().

W. User. Any employer, labor organi-
zation, employment agency, or licens-
ing or certification board, to the

extent it may be covered by Federal
equal employment opportunity law,
which uses a selection procedure as a
basis for any employment decision.
Whenever an employer, labor organi-
zation, or employment agency is re-
quired by law to restrict recruitment
for any occupation to those applicants
who have met licensing or certification
requirements, the licensing or certify-
ing authority to the extent it may be
covered by Federal equal employment
opportunity law will be considered the
user with respect to those licensing or
certification requirements. Whenever
a State employment agency or service
does no more than administer or moni-"
tor a procedure as permitted by De-
partment of Labor regulations, and
does so without making referrals or
taking any other action on the basis of
the results, the State employment
agency will not be deemed to be a user.

X. Validated in accord ivith these
guidelines or properly validated. A
demonstration that one or more valid-
ity study or studies meeting the stand-
ards of these guidelines has been con-
ducted, including investigation and,
where appropriate, use of suitable al-
ternative selection procedures as con-
templated by section 3B, and has pro-
duced evidence of validity sufficient to
warrant use of the procedure for the
intended purpose under the standards
of these guidelines.

Y. Work behavior. An activity per-
formed to achieve the objectives of
the job. Work behaviors involve ob-
servable (physical) components and
unobservable (mental) components. A
work behavior consists of the perform-
ance of one or more tasks. Knowl-
edges, skills, and abilities are not beha-
viors, although they may be applied in
work behaviors.

APPENDIX"

17. Policy -statement on affirmative
action (see section 13B). The Equal
Employment Opportunity Coordinat-
ing Council was established by act of
Congress in 1972, and charged with re-
sponsibility for developing and imple-
menting agreements and policies de-
signed, among other things, to elimi-
nate conflict and inconsistency among
the agencies of the Federal Govern-
ment responsible for administering
Federal law prohibiting discrimination
on grounds of race, color, sex, religion,
and national origin. This statement is
issued as an initial response to the re-
quests of a number of State and local
officials for clarification of the Gov-
ernment's policies concernifg the role
of affirmative action in the overall
equal employment opportunity pro-
gram. While the Coordinating Coun-
cil's adoption of this statement ex-
presses only the views of the signatory
agencies concerning this important
subject, the principles set forth below

should serve as policy guidance for
other Federal agencies as well.

(1) Equal employment opportunity is
the law of the land. In the public
sector of our society this means that
all persons, regardless of race, color,
religion, sex, or national origin shall
have equal access to positions In the
public service limited only by their
ability to do the job. There is ample
evidence in all sectors of our society
that such equal access frequently has,
been denied to members of certain
groups because of their sex, racial, or
ethnic characteristics. The remedy for
such past and present discrimination
Is twofold.

On the one hand, vigorous enforce-
ment of the laws against discrimina-
tion Is essential. But equally, and per.
haps even more Important are affirma-
tive, voluntary efforts on the part of
public employers to assure that posi-
tions in the public service are genuine.
ly and equally accessible to qualified
persons, without regard to their sex,
racial, or ethnic characteristics. With-
out such efforts equal employment op.
portunity is no more than a wish. The
importance of voluntary affirmative
action on the part of employers is un-
derscored by title VII of the Civil
Rights Act of 1964, Executive Order
11246, and related laws and regula.
tions-all of which emphasize volun-
tary action to achieve equal employ-
ment opportunity.

As with most management objec.
tives, a systematic plan based on sound
organizational analysis and problem
identification is crucial to the accom-
plishment of affirmative action objec-
tives. For this reason, the Council
urges all State and local governments
to develop and implement results ori.
ented affirmative action plans which
deal with the problems so Identified.

The following paragraphs are in-
tended to assist State and local gov
ernments by illustrating the kinds of
analyses and activities which may be
appropriate for a public employer's
voluntary affirmative action plan.
This statement does not address reme-
dies imposed after a finding of unlaw
ful discrimination.

(2) Voluntary affirmative action to
assure equal employment opportunity
is appropriate at any stage of the em-
ployment process. The first step in the
construction of any affirmative action
plan should be an analysis of the em-
ployer's work force to determine
whether precentages of sex, race, 'or
ethnic groups in individual Job classifi-
cations are substantially similar to the
precentages of those groups available
in the relevant Job market who possess
the basic job-related qualifications,

When substantial disparities are
found through such analyses, each ele-
ment of the overall selection process
should be examined to determine
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which elements operate to exclude
persons on the basis of sex, race, or
ethnic group. Such elements include,
but are not limited to, recruitment,
testing, ranking certification, inter-
view, recommendations for selection,
hiring, promotion, etc. The .examina-
tion of each element of the selection
process should at a minimum include a
determination" of its validity in predict-
ing job performance.

(3) When an employer has reason to
believe that its selection procedures
have the exclusionary effect described
in paragraph 2 above, it should initiate
affirmative steps to remedy the situa-
tion. Such steps, which, in design and
execution may be race, color, sex, or
ethnic "conscious," include, but are
not limited to, the following:.

(a) The establishment of a long-term
goal, and short-range, interim goals
and timetables- for the specific job
classifications, all of which should
take into account the availability of
basically qualified persons in the rele-
vant job market;

(b) A recruitment program designed
to attract qualified-members of the
group in question;

(c) A systematic effort to organize
-work and redesign jobs in ways that
provide opportunities for-persons lack-
ing "journeyman" level knowledge or
skills to enter and, with appropriate
training, to progress in a career field;

(d) Revamping selection instruments
or procedures which have not yet been
validated in order to reduce or elimi-
nate exclusionary effects on particular
groups in particular job classifications;

(e) The- initiation of measures de-
signed to assure that members of the
affected group who are qualified to
perform the job are included within
the pool of persons-from which the se-
lecting official makes the selection;

(f) A systematic effort to provide
career advancement training, both
classroom and on-the-job, to employ-
ees locked into dead end jobs; and

(g) The establishment of -a system
for regularly monitoring the effective-
ness of the particular affirmative
action program, and procedures for

--making timely adjustments in this
program where effectiveness is not-
demonstrated.

(4) The goal of -any affirmative
action plan should be achievement of
genuine equal employment opportuni-
ty for all qualified persons. Selection
under such plans should be based

upon the ability of the applicant(s) to
do the work. Such plans should not re-
quire the selection of the unqualified,
or the unneeded, nor should they re-
quire the selection of persons on the
basis of race, color, sex, religion, or na-
tional origin. Moreover, while the
Council believes that this statement
should serve to assist State and local
employers, as well as Federal agencies,
it recognizes that affirmative action
cannot be viewed as a standardized
program which must be accomplished
in the same way at all times in all
places.

Accordingly, the Council has not at-
tempted to set forth here either the
minimum or maximum voluntary
steps that employers may take to deal
with their respective situations.
Rather, the Council recognizes that
under applicable authorities, State
and local employers have flexibility to
formulate affirmative action plans
that are best suited to their particular
situations. In this manner, the Council
believes that affirmative action pro-
grams will best serve the goal of equal
employment opportunity.

Respectfully submitted,
HAROLD R. TYLEn, Jr..

Deputy Attorney General and
Chairman of the Equal Em-
ployment Coordinating Coun-
cil.

MICHAEL H. MOSKOW.
Under Secretary of Labor.

ETHEL. BENT WALSH,
Acting Chairman, Equal Em-

ployment Opportunity Com-
mission.

ROBERT E. HAMPTON,
Chairman, Civil Service Com-

mission.
ARTHUR E. FLEMM1Nuu

Chairman, Commission on Civil
Rights.

Because of Its equal employment op-
portunity responsibilities under the
State and Local Government Fiscal
Assistance Act of 1972 (the revenue
sharing act), the Department of Treas-
ury was invited to participate in the
formulation of this policy statement
and it concurs and joins in the adop-
tion of this policy statement. *

Done this 26th day of August 1976.

RxcHARU ALBREOHT:
General Counsel,

Department of the Treasury.

Section 18. Citations. The official
title of these guidelines is "Uniform
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Guidelines on Employee Selection
Procedures (1978)". The Uniform
Guidelines on Employee Selection
Procedures (1978) are intended to es-
tablish a uniform Federal position in
the area of prohibiting discrimination
In employment practices on grounds of
race, color, religion, sex, or national
origin. These guidelines have been
adopted by the Equal Employment
Opportunity Commission, the Depart-
ment of Labor. the Department of Jus-
tice, and the Civil Service Commission.

The official citation is:
"Section -. Uniform Guidelines on

Employee Selection Procedure (1978);
43 FR - (August 25, 1978)."

The short form citation is:
"Section -, U.G.E.S.P. (1978); 43

FR - (August 25, 1978)."
When the guidelines are cited in

connection with the activities of one
of the Issuing agencies, a specific cita-
tion to the regulations of that agency
can be added at the end of the above
citation. The specific additional cita-
tions are as follows:

Equal Employment Opportunity Com-
mission

29 CFR Part 1607
Department of Labor
Office of Federal Contract Compliance
Programs

41 CFR Part 60-3
Department of Justice

28 CFR 50.14
Civil Service Commission

5 CFR 300.103(c)
Normally when citing these guide-

lines, the section number immediately
preceding the title of the guidelines
will be from these guidelines series 1-
18. If a section number from the codi-
fication for an individual agency is
needed It can also be addbd at the end
of the agency citation For example.
section 6A of these guidelines could be
cited for EEOC as follows, "Section
GA. Uniform Guidelines on Employee
Selection Procedures (1978); 43 FR
-, (August 25. 1978); 29 CFR Part
1607, section 6A."

ELEANOR Hoy.LS NORTON,
Chair, Equal Employment
Opportunity Commission.

ALAN K. CAMPBELT,
Chairman,

Civil Service Commission.

RAY MARSEWAL,
Secretary of Labon

GRiurn; B. Bz,
Attorney General
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[6570-061

CIVIL SERVICE COMMISSION

Title 5-Administrative Personnel

CHAPTER 1-CIVIL SERVICE
COMMISSION

PART 300-EMPLOYMENT
(GENERAL)

Uniform Guidelines on Employee
Selection Procedures (1978)

The Uniform Guidelines on Employ-
ee Selection Procedures (1978) which
are printed at the beginning of this
part IV in today's FEDERAL REGISTER
are adopted by the Civil Service Com-
mission, in conjunction with the Equal
Employment Opportunity Commis-
sion, Department of Justice, and the
Department of Labor to establish uni-
formity in prohibiting discrimination
In employment practices on grounds of
race, color, religion, sex, or national
origin. Cross reference documents are

published at 29 CFR parts 1607 (Equal
Employment Opportunity Commis-
sion), 28 CFR 50.14 (Department of
Justice), and 41 CFR 60-3 (Depart-
ment of Labor) elsewhere in this issue
of the FEDERAL REGISTER.

By virtue of the authority vested in
it by sections 3301, 3302, 7151, 7154,
and 7301 of title 5 and section 4763(b)
of title 42, United States Code, and
Executive Order 10577, 3 CFR 1954-58
comp. page 218 and Executive Order
11478, 3 CFR 1959 comp. 133, and sec-
tion 717. of the Civil Rights Act of
1964, as amended (42 U.S.C. 2000e-16),
the Civil Service Commission amends
title 5, part 300, subpart A, § 300.103(c)
of the Code of Federal Regulations to
read as follows:

§ 300.103 Basic requirements.
"(c) Equal employment opportunity.

An employment practice shall not dis-
criminate on the basis of race, color,
religion, sex, age, national origin, par-
tisan political affiliation, or other non-
merit factor. Employee selection pro-
cedures shall meet the standards es-
tablished by the "Uniform Guidelines

on Employee Selection Procedures
(1978), 43 FR- (August 25, 1978)."

The Civil Service Commission re.
scinds the Guidelines on Employee Se-
lection Procedures, 41 FR 51752, Fed-
eral Personnel Manual part 900, sub!
part F and adopts the Uniform Guide-
lines on Employee Selection Proce-
dures (1978), to be issued as Identical
supplement appendices to supple-
ments 271-1, Development of Qualifi-
cation Standards; 271-2, Tests and
Other Applicant Appraisal Procedures;
335-1, Evaluation of Employees for
Promotion and Internal Placement;
and 990-1 (Book III), part 900, subpart
F, Administration of Standards for a
Merit System of Personnel Adniffl-
tration of the Federal Personnel
Manual in order to insure the examin-
ing, testing standards, and employ-
ment practices are not affected by dis-
crimination on the basis of race, color,
religion, sex or national origin.

Effective date: September 25, 1978.
ALAN K. CAmPBELL,

Chairman,
Civil Service Commission,
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[6570-06]
DEPARTMENT OF JUSTICE

Title 28-Judicial Administration

CHAPTER 1-DEPARTMENT OF
JUSTICE

PART 50-STATEMENTS OF POLICY

Uniform Guidelines on Employee
Selection Procedures (1978) '

The Uniform Guidelines on Employ-
ee-Selection Procedures which are pro-
vided at the beginning of this part IV
in today's FEDERAL REGISTER are adopt-
ed by the Department of Justice, in
conjunction with the Civil Service
Commission, Equal Employment Op-
portunity Commission, and the De-
partment of Labor to establish a uni-

form Federal position in the area of
prohibiting discrimination In employ-
ment practices on grounds of race,
color, religion, sex, or national origin.
Cross reference documents are pub-
lished at 5 CFR 300.103(c), (Civil Serv-
ice Commission) 29 CFR 1607 (Equal
Employment Opportunity Commis-
sion), and 41 CPR 60-3 (Department
of Labor). elsewhere in this issue of
the FEDRAL RrGISTER.

By virtue of the authority vested in
me by 28 U.S.C. 509 and 5 U.S.C. 301.
Sec. 50.14 of part 50 of chapter 1 of
title 28 of the Code of Federal Regula-
tIons is amended by substituting the
Uniform Guidelines on Employee Se-
lection Procedures (1978) for part I
through part IV.

Effective date: September 25, 1978.

Garmni B. BEIL,
Attorney GeneraL
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[6570-06]
EQUAL EMPLOYMENT OPPORTUNITY

COMMISSION

Title 29-Labor

CHAPTER XIV-EQUAL EMPLOYMENT
OPPORTUNITY COMMISSION

PART 1607-UNIFORM GUIDELINES
ON EMPLOYEE SELECTION PROCE-
DURES (1978)

The Uniform Guidelines on Employ-
ee Selection Procedures which are
printed at the beginning of this part
IV in today's FEDERAL REGISTER are
adopted by the Equal Employment
Opportunity Commission, in conjunc-
tion with the Civil Service Commis-
sion, Department of Justice, and the
Department of Labor to establish a
uniform Federal position in the area
of prohibiting discrimination in em-
ployment practices on grounds of race,
color, religion, sex, or national origin.
Cross reference documents are pub-
lished at 5 CFR 300.103(c) (Civil Serv-
ice Commission), 28 CFR 50.14 (De-
partment of Justice) and 41 CFR 60-3
Department of Labor), elsewhere in
this issue.

By virtue of the authority vested in
it by sections 713 and 709 of title VII
of the Civil Rights Act of 1964 (78
Stat. 265), as amended by the Equal
Employment Opportunity Act of 1972
(Pub. L. 92-261), (42 U.S.C. 20OO0e-12
and 2000e-8), the Equal Employment
Opportunity Commission hereby re-
vises part 1607 of chapter XIV of title
29 of the Code of Federal Regulations
by rescinding the Guidelines on Em-
ployee Selection Procedures (see 35
FR 12333, August 1, 1970; and 41 FR
51984, November 24, 1976) and adopt
ing the Uniform Guidelines on Em-
ployee Selection Procedures (1978) as
a new part 1607.

Effective date: September 25, 1978.
ELEANOR HoLrEs NORTON,

Chair.
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ies
1607.9 No Assumption of Validity

A. Unacceptable Substitutes for Evidence
of Validity

B. Encouragement of Professional Super-
vision

1607.10 Employment Agencies 'and Em-
ployment Services

A. Where Selection Procedures Are De-
vised by Agency

B. Where Selection Procedures Are De-
vised Elsewhere

1607.11 Disparate Treatment
1607.12 Retesting of Applicants
1607.13 Affirmative Action

A. Affirmative Action Obligations
B. Encouragement of Voluntary Affirma-

tive Action Programs

TECHNICAL STANDARDS

1607.14 Technical Standards for Validity
Studies

A. Validity Studies Should Be Based on
Review of Information About the Job

B. Technical Standards for Criterion-Re-
lated Validity Studies

(1) Technical Feasibility

(2) Analysis of the Job
(3) Criterion Measures
(4) Representativeness of the Sample
(5) Statistical Relationships
(6) Operational Use of Selection Proce-

dures
(7) Over-Statement of Validity Findingt
(8) Fairness

(a) Unfairness Defined
(b) Investigation of Fairness
(c) General Considerations in Falrne,!

Investigations
(d) When Unfairness Is Shown
(e) Technical Feasibility of Fairness

Studies
(f) Continued Use of Selection Proce.

dures When Fairness Studies Not Feasi.
ble

C. Technical Standards for Content Valid.
ity Studies

(1) Appropriateness of Content Validity
Studies

(2) Job Analysis for Content Validity
(3) Development of Selection Proceduro
(4) Standards for Demonstrating Con.

tent Validity
(5) Reliability
(6) Prior Training or Experience
(7) Training Success
(8) Operational Use
(9) Ranking Based on Content Validity

Studies
D. Technical Standards for Construct Va-

lidity Studies
(1) Appropriateness of Construct Valid.

ity Studies
(2) Job Analysis Required in Construct

Validity Studies
(3) Relationship to the Job
(4) Use of Construct Validity Study

Without New Criterion-Related Evidence
(a) Standards for Use
(b) Determination of Common Work

Behaviors

DOCUMENTATION OF IMPACT AND VALIDITY
EVIDEICE

1607.15 Documentation of Impact and I a.
lidity Evidence

A. Required Information
(1) Simplified Recordkeeping for Users

With Less Than 100 Employees
(2) Information on Impact

(a) Collection of Information on
Impact

(b) When Adverse Impact Has Been
Eliminated in the Total Selection Proc.
ess

(c) When Data Insufficient To Deter.
mine Impact
(3) Documentation of Validity Evidence

(a) Type of Evidence
(b) Form of Report
(c) Completeness

B. Criterion-Related Validity Studies
(1) User(s), Location(s), and Date(s) of

Study
(2) Problem and Setting
(3) Job Analysis or Review of Job Infor-

mation
(4) Job Titles and Codes
(5) Criterion Measures
(6) Sample Description
(7) Description of Selection Procedure
(8) Techniques and Results
(9) Alternative Procedures Investigated
(10) Uses and Applications
(11) Source Data
(12) Contact Person
(13) Accuracy and Completeness

C. Content Validity Studies
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(1) User(s), Location(s). and Date(s) of
Study

(2) Problem and Setting
(3) Job Analysis-Content of the Job
(4) Selection Procedure and Its Content
(5) Relationship Between Selection Pro-

cedure and the Job
(6) Alternative Procedures Investigated
(7) Uses and Applications
(8) Contact Person
(9) Accuracy and Completeness

D. Construct Validity Studies
(1) User(s), Location(s). and Date(s) of

Study
(2) Problem and Setting
(3) Construct Definition
(4) Job Analysis

(5) Job Titles and Codes
(6) Selection Procedure
(7) RelationslIp to Job Performance
(8) Alternative Procedures Investigated
(9) Uses and Applications
(10) Accuracy and Completeness
(11) Source Data
(12) Contact Person

E. Evidence of Validity From Other Stud-
ies

(1) Evidence From Criterion-Related Va-
lidity Studies

(a) Job Information
(b) Relevance of Criteria
(c) Other Variables
(d) Use of the Selection Procedure

(e) Biblioxraphy
(2) Evidence From Content Validity

Studies
(3) Evidence From Construct Validity

Studies
F. Evidence of Validity From Cooperative

Studies
G. Selection for Higher Level Jobs
H. Interim Use of Selection Procedures

DEFLfITIONS

1607.16 Definitions

APPEMIX

1607.17 Policy Statement on Affirmative
Action (see section 13B)

1607.18 Citations
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[6570-06]
DEPARTMENT OF LABOR

Title 41-Public Contracts and
Property Management

CHAPTER 60-OFFICE OF FEDERAL
CONTRACT COMPLIANCE PRO-
GRAMS, DEPARTMENT OF LABOR

PART 60-3-UNIFORM GUIDELINES
ON EMPLOYEE SELECTION PROCE-
DURES (1978)

The Uniform Guidelines on Employ-
ee Selection Procedures which are
printed at the beginning of this part
IV of today's FEDERaL REGISTER are
adopted by the Department of Labor,
in conjunction with the Civil Service
Commission, Department of Justice,
and the Equal Employment Opportu-
nity Commission to establish a uni-
form Federal position in the area of
prohibiting discrimination in employ-
ment practices on grounds of race,
color, religion, sex, or national origin.
Cross reference documents are pub-
lished at 5 CFR 300.103(c) (Civil Serv-
ice Commission), 28 CFR 50.14 (De-
partment of Justice) and 29 CFR 1607
(Equal Employment Opportunity
Commission), elsewhere in this issue
of the FEDERAL REGISTER.

By virtue of the authority of sec-
tions 201, 202, 203, 203(a),,205, 206(a),
301, 303(b), and 403(b) of Executive
Order 11246, as amended, 30 FR 12319;
32 FR 14303; section 60-1.2 of part 60-
1 of 41 CFR chapter 60, and section
115 of the Civil Rights Act of 1964, as
amended (42 U.S.C. 2000e-14), part 60-
3 of chapter 60 of title 41 of the Code
of Federal Regulations is revised by
rescinding the Guidelines on Employ-
ee Selection Procedures (see 41 FR
51744, November 23, 1976) and adopt-
ing the Uniform Guidelines on Em-
ployee Selection Procedures (1978) as
a new part 60-3.

Effective date: September 25, 1978.

RAY MARSHALL,
Secretary of Labor.

TABLE OF CONTIWTS
GENERAL PRINCIPLES

60-3.1 Statement of Purpose
A. Need for Uniformity-Issuing Agencies
B. Purpose of Guidelines
C. Relation to Prior Guidelines

60-3.2 Scope
A. Application of Guidelines
B. Employment Decisions
C. Selection Procedures
D. Limitations
E. Indian Preference Not Affected

60-3.3 Discrimination Defined: Relation-
ship Between Use of Selection Proce-
dures and Discrimination

RULES AND REGULATIONS

A. Procedure Having Adverse Impact Con-
stitutes Discrimination Unless Justi-
fied

B. Consideration of Suitable Alternative
Selection Procedures

60-3.4 Information on Impact
A. Records Concerning Impact
B. Applicable Race, Sex, and Ethnic

Groups for Recordkeeping
C. Evaluation of Selection Rates. The

"Bottom Line"
D. Adverse Impact and the "Four-Fifths

Rule"
E. Consideration of User's Equal Employ-

ment Opportunity Posture
60-3.5 General Standards for Validity

Studies
A. Acceptable Types of Validity Studies
B. Criterion-Related, Content, and Con-

struct Validity
C. Guidelines Are Consistent With Profes-

sional Standards
D. Need for Documentation of Validity
E. Accuracy and Standardization
F. Caution Against Selection on Basis of

Knowledges, Skills, or Abilities
Learned in Brief Orientation Period

G. Method of Use of Selection Procedures
H. Cutoff Scores
L Use of Selection Procedures for Higher

Level Jobs
J. Interim Use of Selection Procedures
K. Review of Validity Studies for Curren-

cy
60-3.6 Use of Selection Procedures Which

Have Not Been Validated
A. Use of Alternate Selection Procedures

To Eliminate Adverse Impact
B. Where Validity Studies Cannot or Need

Not Be Performed
(1) Where Informal or Unscored Proce-

dures Are Used
(2) Where Formal and Scored Proce-

dures Are Used
60-3.7 Use of Other Validity Studies

A. Validity Studies Not Conducted by the
User

B. Use of Criterion-Related Validity Evi-
dence From Other Sources

(1) Validity Evidence
(2) Job Similarity
(3) Fairness Evidence

C. Validity Evidence Prom Multiunit
Study

D. Other Significant Variables
60-3.8 Cooperative Studies

A. Encouragement of Cooperative Studies
B. Standards for Use of Cooperative Stud-

ies
60-3.9 No Assumption of Validity

A. Unacceptable Substitutes for Evidence
of Validity

B. kncouragement of Professional Super-
vision

60-3.10 Employment Agencies and Employ-
ment Services

A. Where Selection Procedures Are De-
vised by Agency

B. Where Selection Procedures Are De-
vised Elsewhere

.60-3.11 DisparateTreatment
60-3.12 Retesting of Applicants
60-3.13 Affirmative Action

A. Affirmative Action Obligations
B. Encouragement of Voluntary Affirma-

tive Action Programs

TECHNICAL STANDARDS

60-3.14 Technical Standards for Validity
Studies

A. Validity Studies Should be Based on
Review of Information About the Job

B. Technical Standards for Criterion-Re.
lated Validity Studies

(1) Technical Feasibility
(2) Analysis of the Job
(3) Criterion Measures
(4) Representativeness of the Sample
(5) Statistical Relationships
(6) Operational Use of Selection Proce-

dures
(7) Over-Statement of Validity Findings
(8) Fairness

(a) Unfairness Defined
(b) Investigation of Fairness
(c) General Considerations In Fairness

Investigations
(d) When Unfairness Is Shown
(e) Technical Feasibility of Fairness

Studies
(f) Continued Use of Selection Proce.

dures When Fairness Studies not Feasl.
ble

C. Technical Standards for Content Valid.
ity Studies

(1) Appropriateness of Content Validity
Studies

(2) Job Analysis for Content Validity
(3) Development of Selection Procedure
(4) Standards for Demonstrating Con.

tent Validity
(5) Reliability
(6) Prior Training or Experience
(7) Training Success
(8) Operational Use
(9) Ranking Based on Content Validity

Studies
D. Technical Standards for Construct Va.

lidity Studies
(1) Appropriateness of Construct Valid.

Ity Studies
(2) Job Analysis for Construct Validity

Studies
(3) Relationship to the Job
(4) Use of Construct Validity Study

Without New Criterion-Related Evidence
(a) Standards for Use
(b) Determination of Common Wor:

Behaviors

DOCU14ETATION OF IMPACT AND VALIDITY
EVIDENCE

60-3.15 Documentation of Impact and Va.
lidity Evidence

A. Required Information
(1) Simplified Recordkeeping 'for Useni

With Less Than 100 Employees
(2) Information on Impact

(a) Collection of Information on
Impact

(b) When Adverse Impact Has Been
Eliminated In the Total Selection Proc.
eSs

(c) When Data Insufficient to Deter.
mine Impact
(3) Documentation of Validity Evidence

(a) Type of Evidence
(b) Form of Report
(c) Completeness

B. Criterion-Related Validity Studies
(1) User(s), Location(s), and Date(s) of

Study
(2) Problem and Setting
(3) Job analysis or Review of Job Infor.

mation
(4) Job Titles and Codes
(5) Criterion Measures
(6) Sample Description
(7) Description of Selection Procedure
(8) Techniques and Results
(9) Alternative Procedures Investigated
(10) Uses and Applications
(11) Source Data
(12) Contact Person
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. (13) Accuracy and Completeness
C. Content Validity Studies

(1) User(s), Location(s), -and Date(s) of
Study

(2) Problem and Setting
(3) Job Analysis-Content of the Job
(4) Selection Procedure and Its Content
(5) Relationship Between Selection Pro-

cedure and the Job
(6) Alternative Pricedures Investigated
(7) Uses and Applications
(8) Contact Person
(9) Accuracy and Completeness

D. Construct Validity Studies
(1) User(s), Location(s), and Date(s) of

Study
(2) Problem and Setting
(3) Construct Definition

(4) Job Analysis
(5) Job Titles and Codes
(6) Selection Procedure
(7) Relationship to Job Performance
(8) Alternative Procedures Investigated
(9) Uses and Applications
(10) Accuracy and Completeness
(11) Source Data .
(12) Contact Person

E. Evidence of Validity From Other Stud-
les

(1) EvIdence From Criterion-Related Va-
lidity Studies

(a) Job Information
(b) Relevance of Criteria
(c) Other Variables
(d) Use of the Selection Procedure
(e) Bibliography

(2) E'Idence From Content Validity
Studies

(3) Evidence From Construct Validity
Studies
F. Evidence of Validity From Cooperative

Studies
G. Selection for Higher Level Jobs
H. Interim Use of Selection Procedures

Dr'XNWITIONS

60-3.16 Defnitions

APM'DIX

60-3.11 Policy Statement on Affirmative
Action (see section 13B)

60-3.18 Citations

(FR Doc. 78-23997 Filed 8-22-78; 4:48 pm]
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PROPOSED RULES

[4110-07]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Social Security Administration

145 CFR Parts 200, 201, 2051 and 213]

GENERAL POLICIES AND PROCEDURES ON
GRANTS TO STATES FOR FINANCIAL AS-
SISTANCE PROGRAMS

AGENCY: Social Security Administra-
tion, HEW.
ACTION: Notice of proposed rulemak-
ing.
SUMMARY: These proposed regula-
tions clarify, simplify, and reorganize
into a single part of the Code of Fed-
eral Regulations (CFR) existing proce-
dural rules on administration'of grants
to States for financial assistance pro-
grams. They also fill some gaps in ex-
isting policies on appeal procedures
for State agencies. Comparable revi-
sions, appearing in part V of this issue,
are proposed for programs of child
support enforcement, social services,
and medical assistance. The revisions
reflect the 1977 HEW reorganization,
and they separate the financial assist-
ance rules from those for other types
of programs.
DATES: Comments must be received
by October 24, 1978.
ADDRESSES: Please submit any com-
ments regarding these changes in writ-
ing to the Commissioner of Social Se-
curity, Department of Health, Educa-
tion, and Welfare, P.O. Box 1585, Bal-
timore, Md. 21203. Copies of all com-
ments received in response to this
notice will be available for public in-
spection during regular business hours
at the Washington Inquires Section,
Office of Information, Social Security
Administration, Department of
Health, Education, and Welfare,
North Building, Room 5131, 330 Inde-
pendence Avenue, Washington, D.C.
20201.
FOR FURTHER INFORMATION
CONTACT:

Ms. Jacqueline Porter, Office of
Policy and Regulations, 6401 Securi:
ty Boulevard, Baltimore, Md. 21235,
telephone 301-594-6639.

SUPPLEMENTARY INFORMATION:

-ENERAL PROGRAm DESCRIPTION

The Social Security Act provides for-
mulas for Federal/State sharing in the
costs of financial assistance programs
under titles I, IV-A, X, XIV, and XVI
(AABD). States and territories are en-
titled to Federal grants-in-aid for
these programs when they are operat-
ed under plans approved by HEW. The
proposed regulations contain policies
and procedures for processing new
State plans and plan amendments, for

deferring, allowing, and disallowing
payment of grants, for program and fi-
nancial reviews by Federal officials,
and for appeal of adverse decisions.

REASONS FOR REvIsING REGULATIONS

The HEW reorganization order of
March 8, 1977, disbanded the Social
and Rehabilitation Service (SRS),
which had previously administered the
financial assistance grants, and Feder-
al responsibility for the programs was
transferred to the Social Security Ad-
ministration.

On September 12, 1977, the Secre-
tary of Health, Education, and Wel-
fare (HEW) announced two major ef-
forts at improving Departmental regu-
lations. The first, "Operation Common
Sense," is a 5-year effort to review and
revise existing regulations to make
them clearer and more useful. The
second effort changed Departmental
procedures for developing new regula-

4 tions.
The Department's reorganization,

coupled with the Secretary's directives
on improving regulations, prompted
this proposal. The amendments reflect
the HEW organizational changes and
use clearer, simpler, language. Addi-
tional content and format changes are
outlined below.

PROPOSED REGULATIONS FORiAT

Under this proposal, general provi-
sions and procedures for administering
grants-in-aid are combined into a
single part 200 which applies only to
financial assistance programs. A simi-
lar reorganization is being proposed
for regulations, whi6h are presently
intermingled with those for financial
assistance, on programs of medical as-
sistance, social services, and child sup-
port.

PRoPosED CONTENT CHANGES

-1. Definitions. The definitions sec-
tion has been expanded.

2. State cost allocation plans. Re-
sponsibility for State cost allocation
plans has been assigned to the Assist-
ant Secretary for Management and
Budget in HEW. Rules applicable to
cost allocation plans appear in part
205 and not in part 200.

3. Authority to aprove or disapprove
a State plan or amendment. Redelega-*
tions of Secretarial authority to ap-
prove and disaprove State plans and
amendments result in both functions
being performed by the Regional Com-
missioner. He or she will, however,
consult with the Associate Commis-
sioner for family assistance before is-
suing a disapproval notice. Under prior
regulations, the Regional Commission-
er could approve but disapproval was
reserved to the Administrator of SRS
after coipsultation with the Secretary.
The proposed regulation makes the
Regional Commissioner responsible

for both positive and negative actions.
By retaining a requirement for consul-
tation at the national level, It also as-
sures uniformity and objectivity in
such decisions.

4. Partial approval of plans and
amendments. A new provision reflects
the existing practice of approving cer-
tain parts of a new plan or plan
amendment even though other parts
are disapproved. We believe this proce-
dure can expedite Incorporation of ap.
provable provisions into State plans
and, in some cases, result in earlier
availability of Federal funds.

5. Decisions on plan amendments
not treated as new plans. These regu-
lations clarify and modify procedures
for approval of plan amendments not
treated as new plans. A decision to ap-
prove or disapprove will be made
within 90 days of receipt in the Re-
gional Office just as if the amendment
were treated like a new plan. In cases
of disapproval, a new provision assures
the State of the right to a reconsider-
ation by the Commissioner or his des-
ignee. Therd is now no specific regula-
tory provision for appeals on disap-
proved plan amendments of this type
although the procedure applicable to
disallowances (45 CFR 201.14) has
been used. The new reconsideration
process for these amendments is sim-
pler and can produce decisions more
promptly. It assures the State of a
thorough review and a carefully con-
sidered decision.

6. Establishing the submittal date of
a plan or amendment. A new section
explains how to determine the submit-
tal date of a proposed State plan or
amendment. This is important to
States for purposes of claiming Feder-
al funds once the plan or amendment
has been approved. Existing regula-
tions are silent on this point.

7. Authority to allow or disallow a
State claim for payment. These
amendments reflect redelegations of
Secretarial authority to permit the
Regional commissioner to allow and
disallow State claims for Federal reim-
bursement. However, the Regional
Commissioner will consult with the
Associate Commissioner for faniily as-
sistance as directed before Issuing a
disallowance notice. Paralleling the
strengthening of the regional role
under item 3 above, this gives States a
single focus for fiscal decisions. Previ-
ously the regional office could allow a
claim but disallowances were made by
the central office. The Regional Com-
missioner continues to have the au-
thority to defer payment decisions in
certain situations.

8. Reconsideration of. disallowances.
These regulations incorporate by ref-
erence new procedures for reconsider-
ation of disallowances of State claims
for Federal reimbursement. The new
procedures contained in 45 CFR Part
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16, Subpart C, and published on
March 6, 1978, give final decision au-

-thority to the Departmental Grant
Appeals Board rather than to the pro-
gram administrators as provided in
-earlier regulations. These regulations
allow 45 days, rather than the present
30, for a State to request reconsider-
ation of a disallowance. They also give
States the option of requesting the
Commissioner to review a disallowance
before seeking reconsideration by the
Appeals Board. Any time devoted to
such a review will not count toward
the 45-day period for filing a formal.
reconsideration request.

9. Format of a State plan. 45 CFR
204.2 now requires that State plans be
submitted in a certain format and
within prescribed time limits. This is
being incorporated into part 200 as a
requirement related to the submission
of a plan or amendment.

10. Effective date for claiming Feder-
al funds. 45 CFR 205.5(b) now tells

- when Federal funding becomes availa-
ble under an amended plan provision.
That paragraph is being incorporated
into part 200 and revised to distin-
guish more clearly between the period
for which Federal funds can be
claimed and the time at which they
can be claimed (i.e., not until the new
provision has been approved.)

11. Formal hearing procedures. The
act requires that States be given an
opportunity for formal hearings on
new plan material Which is disap-
proved and on intended compliance or
conformity actions, these formal pro-
cedures, now at 45 CFR part 213, are
being edited and incorporated into
part 200. The result is that the pro-
posed part covers the full sequence of
possible processing events.

In addition, the amendments would
revise existing regulations to show
that a hearing must, as required by
law, be set at least 20 (not 30) days
from receipt of the hearing notice.

12. Internal processing requirements.
A number of internal processing re-
quirements do not appear in the pro-
posed regulations. This type of infor-
mation will be issued in the form of
instructions and other issuances
rather than in regulations.

REQUEST FOR PUBLIC COLaMrmE

'On March 29, 1978, 'several State
agencies and special interest groups
participated in a meeting to discuss
how these regulations should be de-
signed. In addition,, internal Depart-
mental discussions have been held to
analyze alternatives for format and
content of the regulations. To assist
further in the decisionmaking process,
we invite comments on these regula-
tions, particularly in the following
areas:

PROPOSED RULES

1. Usefulness of having regulations
for a specific program In a single
Chapter of the CFR;

2. Usefulness of regulations versus
other methods of disseminating proce-
dures; and

3. Effectiveness of concurrent revi-
sion of regulations affecting several
programs when those rules have previ-
ously been Intermingled. (See propos-
als from the Health Care Financing
Administration, the Office of Child
Support Enforcement, and the Office
of Human Development Services.)

The proposed regulations are to be
issued under the authority of section
1102 of the Social Security Act; 49
Stat. 647; 42 U.S.C. 1302.
(Catalog of Federal Domestic Assistance
Program No. 13.761-Social and Rehabilita-
tion Service programs.)

Dated: July 5, 1978.
DOU WORT=;i.

Acting Commissioner of Social
Security.

Approved: August 19, 1978.
HAL CMUMxoT,

Acting Secretary of Health,
Education, and Welfare

Chapter II of 45 CFR Is amended as
follows:

1. 45 CFR Parts 201 and 213. and
§ 205.5(b) of part 205, as they apply to
financial assistance programs under
titles I, X, XIV, XVI (AABD). and part
A of title IV of the Social Security
Act, are partially redesignated as part
200 and are revised to read as follows:

PART 200-GENERAL POLICIES AND PROCE-
DURES ON GRANTS TO STATES FOR FINAN-
CIAL ASSISTANCE PROGRAMS

Subpart A-Inlroduction

Sec.
200.0 Scope.
200.1 Definitions.

Subpart -Stato Plans and Amendments

STATE PLAUS AND Aum, ;Ts n, G ERAL
200.100 What a State plan Is.
200.101 When to amend a State plan.

SUBMISSION OF PROPOSED STATE PLANS AND
PLAn AMIENDMENTS

200.110 How to submit a proposed State
plan or plan amendment.

200.111 How submittal date s determined.

APPRoVAL MD DLsApROVAL Or PRoPOSrD
STATE PLANS Arm PLAN AIIEN=rS.ETS

200.120 Who can approve or disapprove.
200.121 Partial or total approval.
200.122 What the decision deadline Is.
200.113 Effective dates and FFP under ap-

proved State plans or amendments.
200.124 How State Is notified.

REcoNssERATIoNs or DisAPPnovALs OF
STATE PLANS AND PLAN AMENDME TS

200.130 What reconsideration procedures
apply.

38319

200.131 What happens to FFP pending
outcome of reconsideration.

200.132 Procedures for reconsideration of
disapproved new plan material.

200.133 Procedures for reconsideration of a
disapproved plan amendment not treat-
ed as a new plan.

Subpart C-Awards and Payments to Slates

AwArDs ANm PAzmENTrsN n ERAL

200.200 When FFP can be claimed.
200.201 What the State agency Is responsi-

ble for.
200.202 Administration of grants.

SUBMISSION OF CLAIMS

200.210 How grant awards are Issued.
200.211 How estimates are made.
200.212 How expenditures are claimed.

ALWoWANCE Aim DisALLov;ANcE OF CLAIMS

200.220 Who can allow or disallow.
200.221 How a decision Is made on a claim
200.222 Vhat happens when a claim is dis-

allowed.
200.223 How to appeal disallowance of a

claim.

DEFEamL oF CLAIMs PAY==NT

200.230 What deferral Is.
200.231 How deferral occurs.
200.232 How decision Is made on a deferred

claim.

INSTALnT REPAYmEmT OF FEDERAL FuNDS

200.240 General.
200.241 How to set the repayment sched-

ule.
200.242 How to determine a State agency's

share of expenditures.
200.243 How to make repayment.

Subpart D-Federal Program and Financial Reviews

and Audits

F nEnAL Rnua:ws AND AuDrs IN GENRAL

200.300 What Federal reviews and audits
are.

200.301 Types and effects of reviews and
audits.

PROGRAM AND FINANCIAL REVIEwS

200.305 Program and financial -revie s in
general.

200.306 Issues of compliance or conformity
after review.

HEW AuDrr Aurecy RsvEzws AND AUDITS
200.310 What the HEW Audit Agency does.
200.311 Audit Agency reports.
200.312 Action on Audit Agency reports.

Subpart E--Hearing Procedures for Stale Agencies

200.400 Scope.
200.401 General rules.

ARRANGEMEn T FOR HEARING

200.405 How to request hearing.
200.406 How request Is acknowledged.
200.407 What the hearing issues are.
200.403 What the purpose of a hearing is.
200.409 Who presides.
200.410 How to be a party or an amicus

curiae to a hearing.

CoNDucr OF HEARING
200.415 Authority of presiding officer.
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200.416 Discovery.
200.417 How evidence is handled.
200.418 What happens to unsponsored

written material.
200.419 What the record is.

AFTER THE HEARING

200.420 Posthearing briefs.
200.421 Decisions.
200.422 When a decision involving noncon-

formity or noncompliance becomes 'ef-
fective.

AUTHORITY: Sec. 1102, 49 Stat. 647; 42
U.S.C. 1302, unless otherwise indicated.

Subpart A-Introduction

§ 200.0 Scope.

Part 200 contains rules on grants to
States under titles I, IV-A, X, XIV,
and XVI (AABD) of the Social Securi-
ty Act. (As used here, "AABD" refers
to a program of grants to States for as-
sistance to needy aged, blind, and dis-
abled.) These titles authorize Federal/
State sharing of the costs of providing
assistance to needy families with de-
pendent children in the 50 States, the
District of Columbia, Guam, Puerto
Rico, the Virgin Islands, and the
Northern Mariana Islands (90 Stat.
277); and assistance to 'needy aged,
blind, and disabled persons in Guam,
Puerto Rico, and the Virgin Islands.
This part is divided into 5 subparts as
follows:

(a) Subpart A contains descriptions
of the financial assistance programs
under titles I, X, XIV, XVI (AABD),
and part A of title IV of the Act. It in-
cludes general definitions related to
those programs.

(b) Subpart B describes State plans
for financial assistance programs. It
tells when a plan must be amended
and how a new State plan or plan
amendment is submitted, processed,
and appealed when It is disapproved.

(c) Subpart C contains rules for com-
puting and authorizing payment of
Federal grants. This includes rules on
when State claims for Federal funds
may be deferred or disallowed and
how disallowances may be appealed.

(d) Subpart D describes the types
and effects of reviews conducted by
Federal officials.

(e) Subpart E describes hearing pro-
cedures available to State agencies.

§ 200.1 Definitions.

As used in this part:
"Act" means the Social Security Act

and titles referred to are titles of that
act.

"AFDC" means a program of aid to
families with dependent children
under part A of title IV.

"Approvable State plan or plan
amendment" means a proposed plan
or amendment which meets all appli-
cable Federal requirements.

"Associate Commissioner" means
the Associate Commissioner for

Family Assistance in the Social Securi-
ty Administration.

"Central office" means the national
headquarters of the Social Security
Administration.

"Commissioner" means the Commis-
sioner of Social Security.

"Compliance" means that a State
agency is carrying out in practice what
is required by Federal statutes, regula-
tions, and pertinent court decisions
and contained in the approved State
plan.

"Conformity" means that a State
plan meets the requirements of Feder-
al statutes, regulations, and pertinent
court decisions.

"Department" or "HEW" means the
Department of Health, Educaiton, and
Welfare.

"FFP" or "Federal financial partici-
pation" means the Federal Govern-
ment's share of expenditures made by
a State under a financial assistance
program.

"Federal requirements" means Fed-
eral statutes, regulations, and instruc-
tions.

"Financial assistance program"
means a State's program of assistance
under title I, IV-A, X, XIV, or XVI
(AABD).

"Medicaid" means medical assistance
provided under a State plan approved
under title XIX.

"Plan" or "State plan" means a com-
prehensive written commitment by a
State agency to administer, or super-
vise the administration of, a financial
assistance program in accordance with
all Federal requirements. This does
not include a cost allocation plan as
described in 45 CFR 205.150.

"Plan amendment" or "amendment"
means an amendment to an approved
State plan under one of the financial
assistance programs.

"Regional Commissioner" means a
Regional Commissioner of the Social
Security Administration.

"Regional Office" means one of the
regional offices of the Social Security
Administration.

"Secretary" means the Secretary of
Health, Education, and Welfare.
I "SSA" means the Social Security
Administration.

"State" means a political jurisdiction
which is eligible to submit a financial
assistance program plan to HEW for
approval.

"State agency" means -the single
State agency administering, or super-
vising the administration of, a State fi-
nancial assistance plan.

Subpart B-State Plans and Plan Amendments

STATE PLANS AND AMENDMENTS IN
GENERAL

§ 200.100 What a State plan is.
A State plan is a detailed description

of the nature and scope of a State's fi-

nancial assistance program. It commits
a State agency to administering the
program in accordance with Federal
requirements. Only proper program
expenditures which are made under an
approved plan are eligible for Federal
financial participation. The State
agency must keep Its approved plan
current. SSA will not consider materl-
al as State plan material unless it is
submitted as part of a State plan or
amendment and approved by the re-
gional Commissioner,

§ 200.101 When to amend a State plan.
(a) When a State agency must

change its plan. A State agency must
amend its plan whenever:

(1) A new or amended Federal law or
regulation requires a new provision or
conflicts with an existing plan provi-
sion; or

(2) A U.S. Supreme Court decision
changes the interpretation of a law or
regulation; or

(3) State law, organization, policy, or
agency operation undergoes a signifi-
cant change.

(b) Automatic nullification of plan
provisions. When a Federal statute or
a U.S. Supreme Court decision Invali-
dates a plan provision, It also, on its ef-
fective date, automatically nullifies
any conflicting provisions of an ap-
proved State plan.

SUBMISSION OF PROPOSED STATE PLAZIS
AND PLAN AIENDrEMSTS

§ 200.110 How to submit a proposed State

plan or plan amendment.

(a) General. A State agency must
submit a proposed State plan or plan
amendment to the Regional Commis-
sioner in accordance with SSA instruc-
tions concerning format, content, time
limits, transmittal forms, and proce-
dures.

(b) How plan amendments may be
treated. At the time of submittal, a
State agency may ask to have a plan
amendment treated as a new State
plan.

(1) If such a request is made and the
amendment is disapproved, the State
agency has a right to a hearing under
section 1116 of the Act and to judicial
review. (See § 200.132.)

(2) If a plan amendment Is not treat-
ed as a new State plan and the amend-
ment is disapproved, the State agency
may appeal as described in § 200.133.

(c) Review by Governor. When sub-
mitting a proposed State plan or plan
amendment to the Regional Commis-
sioner, the State agency shall specify
that the Governor or the Governor's
designee:

(1) Was given 45 days to review the
material and that resulting comments,
if any, are included In the submittal;
or
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(2) Did not wish to review the mate-
rial. (See § 204.1 for State plan require-
ments regarding Governor's review.)

§200.111 How., submittal date is deter-
mined. -

(a) General. The submittal date of a
proposed State plan or plan amend-
ment is the date it is mailed to the Re-
gional Office as established by the
State agency (for example, in the form
of a postmark, registered mail date, or
affidavit of mailing). If the material is
delivered by hand, the submittal date
is that shown by the Regional Office
date stamp.

(b) When submittal date changes. If
a proposed State plan, amendment, or
portion of an amendment is not ap-
provable because it does not meet a
Federal requirement, the date on
which the required change is mailed
or delivered to the Regional Office be-
comes the submittal date.

(c) When submittal date remains un-
changed. If a new State plan, amend-
ment, or port-ion of an amendment is
approvable but requires clearer word-
ing, the clarifying revision retains the
date of the original submittal.

APPROVAL AND DISAPPROVAL OF PRO-
POSED STATE PLANS AND PLAN AmEND-
MIENTS

§ 200.120 Who can approve or disapprove.
The Regional Commissioner has the

authority to .approve or disapprove a
proposed State plan or plan amend-
ment. Before disapproving, the Re-
gional Commissioner consults with the
Associate Commissioner. (See § 200.306
for rules on deciding that a previously
approved plan provision no longer
meets Federal requirements.)

§ 200.121 Partial or total approval.
(a) State plan. SSA approves a State

plan only if it meets all Federal re-
quirements. If any required provision
is unapprovable or is omitted, SSA will
disapprove the entire plan. However,
SSA may disapprove sections of a
State plan which relate to optional
Federal provisions without affecting
approval of the rest of the plan.

.(b) Plan amendment. SSA need not
-approve or disapprove a proposed plan
amendment in its entirety, regardless
of whether the State agency asks to
have it treated as a new State plan.
SSA may approve amendments to spe-
cific parts of a State plan and disap-
prove amendments to other parts.

§ 200.122 What the decision deadline is.
(a) GeneraL. The Regiohal Commis-

sioner has 90 days from receipt of a
State agency's submittal to issue a de-
cision approving or disapproving a pro-
posed State plan or plan amendment.

(b) Extension. The Regional Com-
missioner and the State agency may

agree in writing to an extension of the
90-day period.

§ 200.123 Effective dates and FFP under
approved State plans or amendments.

(a) Wizen a plan or amendment af-
fecting FFP becomes effective. An ap-
proved State plan or plan amendment
which, affects FFP becomes effective
on the later of the following dates:

(1) The first day of the calendar
quarter in which an approvable plan
or amendment was submitted (see
§ 200.111 for submittal date); or

(2) The first date on which the plan
or amendment is in operation
statewide.

(b) When an amendment not affect-
ing FPP becomes effective. When an
amendment does not affect FFP, It be-
comes effective on the date set by the
State agency.

(c) When claim for PEP can be sub-
mitted. A State agency shall not
submit claims for new or additional
expenditures made under a plan or
amendment until It has been ap-
proved.

§ 200.124 How State is notified
(a) Approval. When the Regional

Commissioner approves a proposed
State plan or plan amendment, he or
she notifies the State agency in writ-
ing.

(b) Disapproval. When the Regional
Commissioner, after consulting with
the Associate Commissioner, disap-
proves part or all of a proposed State
plan or plan amendment, he or she no-
tifies the State agency in writing.
That notice gives the reason for disap-
proval and informs' the State agency
that it has 60 days to request reconsid-
eration by the Commissioner (see
§ 200.130).

REcoNsIrnaATIouS OF DisAPPaovALs OF
STATE PLANS Arm PLAX? AIENDLI s

§ 200.130 What reconsideration proce-
dures apply.

(a) For new plans and plan amend-
ments treated as new plans. Section
1116 of the Act requires the Secretary
to provide a reconsideration to the
State of disapproval of a State plan or
a plan amendment which Is treated as
a new State plan. (See § 200.132 for
procedures.) For purposes of this sub-
part, the term "new plan material" In-
cludes both categories.

(b) For plan amendments not treated
as new plans. A State agency also may
request reconsideration of disapproval
of a plan amendment which Is not
treated as a new plan. (See § 200.133
for procedures.)

§ 200.131 What happens to FFP pending
outcome of reconsideration.

When a State agency requests recon-
sideration of disapproval of a State
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plan or plan amendment, FFP in any
new or increased expenditures under
the disapproved plan or amendment is
not a.LAllable until a final decision is
made. f the decision is favorable to
the State agency, the Commissioner
will certify lump-sum-payment of any
amount due.

§ 200.132 Procedures for reconsideration
of disapproved new plan material

(a) How to request. A State agency
has 60 days from receipt of SSA's writ-
ten notice of disapproval of new plan
material to request reconsideration.
The State agency shall make the re-
quest in writing to the Commissioner
with a copy to' the Regional Commis-
sioner.

(b) Acknowledgment of request.
Within 30 days of receiving the recon-
sideration request, the Commissioner
notifies the State agency in writing of
the date, time. and place of a hearing
and of the issues to be considered.
(See subpart E for hearing proce-
dures.)

(c) Judicial review. If a State agency
Is not satisfied with a hearing decision,
it may seek Judicial revier in the US.
Court of Appeals for the circuit in
which the State is located.

d) Commissioner determines related
issues exist. If a State agency requests
a hearing on the disapproval of a new
plan or plan amendment, the commis-
sioner will also determine whether a
related cdmpllance issue exists. If it
does, that issue will be included in the
hearing as described in § 200.407(b).

§200.133 Procedures for reconsideration
of a disapproved plan amendment not
treated as a new plan.

(a) How to kequest A State agency
has 60 days from receipt of SSA's writ-
ten notice of disapproval to request re-
consideration of a plan amendment
not treated as a new State plan. The
State agency shall make the request in
writing to the Commissioner with a
copy to the Regional Commissioner.

(b) Acknowledgment of request The
Commissioner acknowledges a State
agency's request for reconsideration
promptly and in writing.

c) Submittal of information. (1)
SSA will promptly send the State
agency a list of all material that is
part of the record. SSA will also make
this material available for the State
agency's inspection and copying.

(2) The Regional Commissioner and
the State agency have 30 days from
the transmittal date of SSA's list to
submit any additional material to the
commissioner and to each other. If the
Regional Commissioner or the State
agency submits additional material
the other party has 20 days from the
transmittal date to respond in writing
to the Commissioner.
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(d) Right to conference. (1) At any
time during the period allowed under
paragraph (c) of this section, the State
agency may request a conference with
the Commissioner to discuss the
issues.

(2) The State agency may have the
conference transcribed at its own ex-
pense. Upon its request, the transcript
becomes part of the record.

(e) What the record is. All materials
considered in reaching a decision con-
stitute the record of a reconsideration.
The record closes on the later of the
following dates:

(1) Expiration of the period allowed
under paragraph (c) of this section; or

(2) If there is a conference and the
transcript becomes part of the record,
when the Commissioner receives the
transcript; or

(3) If there is a conference and the
transcript does not become part of the
record, 30 days after the conference.

(f) How the decision is issued.
Within 60 days after the record is
closed, the Commissioner or the
person designated to preside at the
conference will issue a written deci-
sion. He or she will send that decision
to the head of the State agency.

(g) Extension of time limits. Either
the State agency or the Regional Com-
missioner may, for good cause, request
an extension of the time limits in this
section.

Subpart C-Awards and Payments to States

AWAnDS AND PAYMENTS IN GENERAL

§ 200.200 When FFP can be claimed.
X State agency may claim Federal

funds for expenditures for financial
assistance, training, and related ad-
ministration under an approval State
plan and other Federal requirements,
including prior approval of certain
classes of expenditures as required by,
and in conformity with, an approved
cost allocation plan. (See § 200.123 for
the effective date of a new plan or
amendment.)

§ 200.201 What the State agency is respon-
sible for.

The State agency is responsible for
submitting (or, at the option of SSA,
making available) all documentation
required by SSA in the format speci-
fied to establish the allowability of its
claims for FFP. (See §§ 200.230-200.232
on deferrals and § 200.222 on disallow-
ances.)

§200.202 Administration of grants.
(a) General. Unless otherwise indi-

cated, all grants made to State under
this part are subject to the provisions
of part 74 of this title, Administration
of Grants.

(b) Exception. Subpart G, Matching
and Cost Sharing, and Subpart I, Fi-
nancial Reporting Requirements, of
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part 74 of this title do not apply to is the basis for making a grant award
these grants, for that quarter.

SUBIssION OF CLAIS

§ 200.210 How grant awards are issued.
(a) Amount of grant. Subject to the

availability of Federal funds, the Com-
missioner or the Commissioner's desig-
nee issues a grant award for each
quarter. The grant award is based on
the Regional Commissioner's estimate
for that quarter, reduced or increased
to the extent of any prior quarter's
overpayment 'or underpayment for
which adjustment has not already
been made. Examples of adjustments
which reduce or increase grant awards
include:

(1) The difference between the esti-
mates for a quarter and the amount
claimed by the State agency on its
statement of expenditures for the
quarter;,

(2) Amounts (including penalties)
which the Regional Commissioner dis-
allows;

(3) Amounts which the Regional
Commissioner defers;

(4) Amounts which the Regional
Commissioner has deferred and later
finds allowable;

(5) Amounts of recoveries, refunds,
and collections as determined by the
Regional Commissioner;

(6) Amounts which exceed statutory
limitations on funds.

(b) How State is notified. Each quar-
ter the Commissioner or the Commis-
sioner's designee issues to the State
agency a grant award showing the
amounts awarded for each program.
Accompanying the grant award is a
form showing the basis on which the
grant was computed. The Commission-
er also notifies the State Central In-
formation Reception Agency of the
grant award in accordance with sec-
tion 201 of the Intergovernmental Co-
operation Act of 1968.

(c) How the grant is paid. The De-
partmental Federal Assistance Financ-
ing System (DFAFS) pays the grant.
Subpart K of 45 CFR Part 74, Treas-
ury Circular No. 1075, and the DFAFS
Recipient Users Manual govern pay-
ment procedures.

200.211 How estimates are made.
(a) State agency's estimate. At least

45 days before the beginning of each
quarter for which it is estimating
funds, the State agency shall submit
to the regional office estimates of the
total amount, and the Federal share,
of expenditures for each program.

(b) SSA's estimate. The State agen-
cy's quarterly estimate of expendi-
tures and any investigations which the
Regional Commissioner may find nec-
essary form the basis for SSA's esti-
mate of expenditures. SSA's estimate

§ 200.212 How expenditures are claimed.
(a) What the quarterly statcment of

expenditures is. The quarterly state-
ment of expenditures is an accounting
by a State agency for expenditures
made during a quarter under a finan-
cial assistance program and the State
agency's claim for Federal reimburse-
ment.

(b) How to submit the statement.
Within 30 days after the end of each
calendar quarter, the State agency
shall submit to the regional office a
quarterly statement of expenditures
for that quarter along with the neces.
sary supporting schedules.

(c) Rejection of statement, If the
quarterly statement of expenditures Is
based on estimates, it will be rejected,
For this purpose, indirect costs calcu-
lated in conformance with approved
cost allocation plans are acceptable,
(See 45 CFR 205.150 for Indirect
costs.)

ALLOWANCE AND DISALLOWANCE OF
CLAIMS

§ 200.220 Who can allow or disallow.
(a) General. The Regional Commils-

sioner has the authority to allow or
disallow a claim, paid or unpaid, for
FFP. Before disallowing, the Regional
Commissioner consults with the Asso.
ciate Commissioner as directed. As
used in this subpart, the term "disal-
lowance" does not include implemen-
tation of a decision to reduce or with-

-hold FFP for lack of compliance or
conformity (see §§ 200.305-200.306).

(b) Exception. The Commissioner re-
tains authority to allow FFP in ex-
penditures which have been ques-
tioned by the General Accounting
Office, the HEW Audit Agency, or
SSA officials.

§200.221. How a decision is made on a
claim.

The Regional Commissioner allows
or disallows a State's claim for -FFP
based on review and analysis of the
quarterly statement of expenditures.
In determining whether expenditures
are allowable, regional or central
office officials may conduct onsite re-
views involving examination of State
agency accounting and operational
records and discussions with State of-
ficials and third parties. (See Subpart
D on Federal Reviews.)

§ 200.222 What happens when a claim Is
disallowed.

(a) General. A disallowance is a find.
ing by the Regional Commissioner,
after consulting with the Associate
Commissioner, that a State agency's
claim for FFP is not properly chargea-
ble to the program. Because of statu-
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tory penalties and limitations, the Re-
gional Commissioner may also disallow
amounts which are otherwise properly
chargeable to the program.

(b) How State agency is notified, If
any portion of the amount claimed on
a quarterly statement of expenditures
is disallowed,- the Regional Commis-
sioner's notice to the State agency in-
cludes pertinent information on
amounts, dates, and reasons for the
disallowance. The notice also indicates
that' the State agency may request re-
consideration of the disallowance as
described in §200.223.

§ 200.223 How to appeal disallowance of a
claim.

(a) How to request. A State agency
has 45 days from the date of SSA's dis-
allowance notice to request reconsider-
ation under 45 CFR Part 16. The re-
quest shall be addressed to the Execu-
tive Secretary, Departmental Grant
Appeals Board, with copies to the
Commissioner and the'Regional Com-
missioner.

(b) What happens to a. claim pend-
ing reconsideration decision. () If re-
consideration is requested on the disal-
lowance of an amount already paid to
a State, no action will be taken to re-
coVer the Federal funds pending the
reconsideration decision.

(2) If reconsideration is requested on
the disallowance of an amount not al-
ready paid to a State, that amount will
not be paid pending the reconsider-
ation decision.

(c) Commissioner's review before re-
consideration. A State agency may, as
specified by SSA, request the Commis-
sionerto review a disallowance before
seeking reconsideration by the Grant
Appeals Board. The Commissioner
may decline. The State agency may
also withdraw its review request at any
time. If the Comfiiissioner reviews a
disallowance, his or her decision is
SSA's final action on the matter, and
time devoted to that review does not
count toward the 45-day period for re-
questing reconsideration under para-
graph (a) of this section.

DEFRuAL oF CLAiuS PAYMn=

§ 200.230 What deferral is.
As used in this subpart C, "deferral"

refers to suspension of the decision on
the allowability of a claim for FFP
pending the inspection and analysis of
further information. The Regional
Commissioner can defer the inclusion
of a claim, in the computation of a
grant award (see 200.210) if it is of
questionable allowability.

§ 200.231 How deferral occurs.

(a) Notice-to State agency. The Re-
gional Commissioner takes deferral
action within 60 days after receiving
an acceptable quarterly statement of

expenditures. Within 15 days after the
deferral action, the Regional Commis-
sioner sends the State agency written
notification Identifying the type and
amount of the, claim and the reason
for deferral. The notice will also re-
quest the State agency to make availa-
ble for inspection all materials which
the Regional Commissioner considers
necessary to determine the allowabil-
ity of the claim.

(b) How State agency responds.
Within 60 days of the date of the Re-
gional Commilsioner's deferral notice,
the State agency shall make any re-
quested materials available to the re-
gional office in readily reviewable
form. If the State agency requires ad-
ditional time to make materials availa-
ble, the Regional Commissioner, upon
request, will give It an additional
period of no more than 60 days.

§ 200.232 How decision Is nmde on a de-
ferred claim.

(a) Review of State qgency materials.
The Regional Commissioner will
review all materials furnished under
§ 200.231 and, within 30 days of their
receipt, notify the Stage agency If
they are not readily reviewatble or
need supporting information. The
State agency has 15 days from the
date of this notification to make avail-
able revised or additional materials. If
the state agency does not make the re-
quired materials available, the Region-
al Commissioner will promptly disal-
low the claim.

(b) How action is taken on deferred
claim. After the State agency has
made all required materials available.
in acceptable form, the Regional Com-

-missioner will allow or disallow a de-
ferred claim and notify the State
agency in writing of the decision. If
the Regional Commisstoner does not
notify the Stage agency within 90 days
after the required materials become
available, SSA will include the claim in
the computation of a grant award.
subject to a possible disallowance
later.

IvsTALLMEz T REPAY mET OF FEDERAL

§ 200.240 General.
(a) When Federal funds must be

repaid. When a claim has been paid
and is later determined to be un-
allowable, the State must repay the
unallowable amount. -

(b) Wien the State may repay in in-
stallment. A State may repay in in-
stallments if:

(1) The total amount to be repaid
exceeds 2u percent of the State's
share of annual expenditures under
the program In which the unallowable
expenditures occurred; and

(2) Before repayment Is otherwise
due, the State notifies the Regional
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Commissioner in writing of its inten-
tion to repay ininstallments.

(c) Exclusion of other installment re-
payments. For purposes of §§ 200.240-
200.243. the amount of a. repayment
does not include any amount previous-
ly approved for installment repay-
ment.

§ 200.211 How to set the repayment sched-
ule.

(a) How many quarters the repay-
"ment may cover. In order to determine
the number of quarters over which re-
payment may be spread, the State
computes this repayment as a percent-
age of the State agency's share of
annual expenditures under the pro-
gram in which the unallowable ex-
penditures occurred. Using that per-
centage, the maximum number of cal-
endar quarters over which a State may
spread repayment is:

Total repayment count-a Number
percentage of state acency share of

of annual quarters
expendiltures for the specific program to make

repayment

2.5 or 1z
Greater than 2.5. but no greater than 5.-
Greater than 5. but not greater than 7.5._
Greater than 7.5. but not greater than 10.
Greater than 10. but not greater than 15-
Greater than 15. but not greater than 20-
Greater than 20. but not greater than 25 -
Greater than 25. but not greater than 30_
Greater than -0. but not greater than 47.5
Greater than 47.5. but not greater than 65
Greater than 65. but not greater than 82.5
Greater than 82.5. but not greater than
100,,

G reater than 1(00..............--..

1
2
3
4-
5
6
7
a
9

10
1

12
13 plus

(b) How much must be repaid in an
installment. (1) Except for the final
repayment, the amount due for each
quarter in a repayment schedule shall
not be less than the following percent-
ages of the State agency's share of
annual expenditures for the program
in which the unalovable expenditures
occurred:

Repa yent
For each of the amount

follo"wing quarters a not
be

le- than
these

Percentages

1 to4 2.5
5 to8 5.0
9 pl"' .7.5

(2) If the State pays highirpercent-
ages during the early quarters of its
repayment schedule, it applies any
corresponding reduction in the mini-
mum percentages first to the last re-
payment scheduled, then to the next
to last, and so on.
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§ 200.242 How to determine a State agen-
cy's share of expenditures.

(a) General. A State agency's share
of annual expenditures under a pro-
gram in which unallowable expendi-
tures occurred is based on its most
recent estimate a shown in the quar-
terly statement of financial plan for
that program. The State agency's
share is the sum of its shares for four
quarters, beginning with the quarter
in which the first repayment is due.

(b) Exception. If the program in
which the unallowable expenditureg
occurred has been terminated, the
State agency's share is based on its
quarterly statements of expenditures
for that program. The State agency's
share is the sum of its shares of al-
lowable actual expenditures for the
last four quarters preceding the date
on which the program was terminated.

§ 200.243 How to make repayment.
(a) General SSA will deduct the ap-

propriate repayment amount from
each quarterly grant in accordance
with the repayment schedule.

(b) Retroactive claims. If SSA has
allowed a State's retroactive claim for
FFF, SSA will offset the amount of
that claim against any amounts to be
repaid by the State in installments
under the same financial assistance
program. (For purposes of this section,
a retroactive claim is one- applicable to
any period ending 12 months or more
prior to the beginning of the quarter
In which Federal funds are to be paid.)
Under this provision, a State may:

(1) Suspend repayments until the
retroactive claim has been offset; or

(2) Continue repayments until the
reduced amount of Its debt (remaining
after the offset) has been paid in full.

(c) When interest is charged on re-
payments. SSA will not charge interest
on repayments unless required by
court order.

Subpart D-Federal Program and Financial
Reviews and Audits

FEDERAL REvIEWs AND AUDITS IN
GENERAL

§ 200.300 What Federal reviews and audits
are.

As used in this Subpart D, a Federal
review or audit is any examination
necessary to determine whether a
State plan continues to be approvable
and whether State agency operations
and claims for FFP are proper under
Federal requirements and the ap-
proved State plan. A review or audit
may cover any aspect of a financial as-
sistance program and may be per-
formed by SSA or by another Federal
agency. Audits are not limited to those
perfofmed by the General Accounting
Office and the HEW Audit Agency.

PROPOSED RULES

§ 200.301 Types and effects of reviews and
audits.

(a) Types. The types of Federal re-
views and audits most often conducted
are:

(1) Program and financial reviews as
described in §§ 200.305-200.306; and

(2) HEW Audit Agency audits as de-
scribed in § 200.310.

(b) Effects. Any review or audit may
fesult in a disallowance or in formal
compliance or conformity action.

PROGRAM AND FINANCIAL REvIEws

§ 200.305 Program and financial reviews
in general.

(a) Responsibility for review. The
Regional Commissioner will conduct
program and financial reviews at
whatever times he or she considers ap-
propriate. In doing so, the Regional
Commissioner may make use of any
procedures (including onsite review) or
specialized assistance needed.

(b) Purpose of review. The purpose
of a program or financial review is to
determine the nature and scope of a
State's financial assistance program in
relation to Federal requirements and
the State plan. Program and financial
reviews include:

(1) Determining the allowability of
claims;

(2) Evaluating a program's quality
and the State agency's need for tech-
nical assistance;

(3) Determining whether a State
plan conforms with'Federal require-
ments. (A question of conformity may
arise when a State agency fails to
submit an approvable plan amend-
ment to implement a new Federal re-
quirement; when previously approved
plan material no longer meets Federal
requirements; or when plan material
has been approved in error.)

(4) Determining whether the State's
operating practices are in substantial
compliance with the approved State
plan and with Federal requirements.

(c) Review findings. SSA will make
all review findings available in writing
to the State agency so that it can cor-
rect any unacceptable policy or prac-
tice. If a review results in disallowance
of a claim, the procedures in
§§ 200.222-200.223 will apply.

§ 200.306 Issues of compliance or con-
formity after review.

(a) Regional -Commissioner tries to
resolve. If the Regional Commissioner
believes there is a compliance or con-
formity issue, he or she will try to
obtain needed changes in the State
agency's operating practice or the
State plan.

(b) Issues not resolved. If the State
agency does not make the changes
necessary to bring about compliance
or conformity:

(1) The Regional Commissioner will
recommend that the Commissioner
begin formal action; and

(2) If the Commissioner agrees that
there is an issue of compliance or con-
formity, he or she will notify the State
agency and give it an opportunity for
a hearing under Subpart E.

HEW AUDIT AGENcY REvIEVS AND
AUDITS

§ 200.310 What the HEW Audit Agency
does.

The HEW Audit Agency (Audit
Agency) in the HEW Inspector Gener-
al's Office conducts both routine and
special reviews and audits. These are
to assure that Federal funds are being
spent properly and prudently.

§ 200.311 Audit Agency reports.

Upon completion of an audit or
review, the Audit Agency releases its
final report. The report contains the
Audit Agency's findings and recoin-
mendations on the practices reviewed
and the allowability of expenditures
audited.

§ 200.312 Action on Audit Agency reports.
When the Audit Agency questions a

claim, the Regional Commissioner
may disallow FFP and notify the State
agency accordingly. (See § 200.220(b)
for exception.) When the Audit
Agency finds problems of compliance,
the Commissioner decides whether to
take formal compliance action and no-
tifies the State agency accordingly.

Subpart -Hearlng Procedures for State
Agencies

GENERAL

§ 200.400 Scope.
(a) General, The act requires that a

State agency be given an opportunity
for hearings on certain matters. Hear-
ing procedures described In this Sub-
part E apply to:

(1) Reconsideration of a disapproved
State plan or plan amendment which
is treated as a new plan: and

(2) Notification of formal compli.
ance or conformity action.

(b) Negotiations. Nothing In this
Subpart limits negotiations between
the Department and the State, Negoti.
ations on hearing issues are not part
of the hearing and are not subject to
the rules in this Subpart unless there
is a specific Indication to the contrary.

§ 200.401 General rules.
(a) How to get records. All papers

filed in connection with a hearing are
available for Inspection and copying in
the Office of the SSA Hearing Clerk.
Individuals should direct inquiries to
the Central Information Center, De-
partment of Health, Education, and
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Welfare, 200 Independence Avenue
SW.,Washington, D.C. 20201.

(b) How to file and serve papers. (1)
Anyone who wishes to submit papers
for the docket shall file with the SSA
Hearing Clerk an original and two
copies, but only originals of exhibits
and testimony transcripts.

(2) Anyone who wishes papers to be
part of the record shall also serve
copies on all parties by personal deliv-
ery or by mail. Service on a party's
designated attorney is the -same as
service on the party.

c) When rules are suspended. The
Commissioner or the presiding officer
may, after notifying all parties,
modify or waive any rule in
§§ 200.401-200.421 if he or she decides
the action is equitable and .will not
unduly prejudice the rights of any
party.

ARRANGEmENTS FOR HEARIG

§ 200.405 How to request hearing.
A State agency has 60 days. from re-

ceipt of SSA's written notice of plan
disapproval or intended compliance or
conformity action, to request a formal
hearing. The State agency makes its
request in writing to the Commission-
er-with a copy to the Regional Com-
missioner.

§ 200.406 How request is acknowledged:
(a) Notice of hearing. Within 30 days

of receiving a hearing request, the
Commissioner will notify the State
agency in writing of the date, time,
and place of the hearing and of the-
issues to be considered. The Commis-
sioner will publish the hearing notice
in the FEDERAL REGISTER.

(b) When the hearing.must be set
the date set for a hearing will be at
least 20, but no more-than 60, days
from the date the State agency re-
ceives the hearing notice. However,
the State agency and the Commission-
er may agree in writing to a different
date.

§ 200A07 What the hearing issues are.
(a) GeneraL The issues at a flearing

are those included in the notice to the
State agency described in § 200.406.

(b) How the Commissioner may add
issues. At least 20 days before a sched-
uled hearing, the Commissioner will
notify the State agency iri writing of
any additional issues to be considered.
The Commissioner will also publish
this notice in the FEDERAL REGISTER. If
the State agency does not receive its
notice in the required time, any party
may request the Commissioner to
postpone the hearing. If a request is
made, the Commissioner will set a new
hearing date which is at least 20, but
not more than 60, days from the date
the State agency receives the hearing

-notice.

(c) How actions by the State may
cause the Commissioner to add,
modify, or remove issues. The Com-
missioner may add, modify, or remove
issues if, for example, the State
agency:

(1) Changes its practices to comply
with Federal requirements and Its
State plan; or

(2) Conforms Its State plan to Feder-
al requirements and pertinent court
decisions.

(d) What happens when State action
causes the Commissioner to add,
modify, or remove issues.

(1) If the Commissioner specifies
new or modified issues, the hearing
will proceed on these Issues.

(2)(i) If the Commissioner removes
an issue, the hearing will proceed on
the remaining issues. If the Commis-
sioner removes all the Issues, he or she
will terminate the hearing proceed-
ings. The Commissioner may termi-
nate hearing proceedings or remove
issues before, during, or after the
hearing.

_(il) Before removing any issue, the
Commissioner will notify all parties
other than the Department and the
State. This notice contains the reasons
for removing the Issue. Within 20 days
of the date of this notice, the parties
may submit comments in writing on
the merits of the proposed removal.
The Commissioner will consider these
comments and they become a part of
the record.

§ 200.408 What the purpose of a hearing
is.

The purpose of the hearing Is to re-
ceive factual evidence and testimony,
including expert opinion testimony,
related to the issues. The presiding of-
ficer will not allow argument as evi-
dence.

§200.409 Who presides.
The presiding officer at a hearing is

the Commissioner or a person he or
she appoints. If the Commissioner ap-
points a presiding officer, the Commis-
sioner will send copies of the appoint-
ment notice to all parties.

§ 200.410 How to be a party or an amicus
curiae to a hearing.

(a) HEW and State agency. HEW
and the State agency are parties to a
hearing without having to request par-
ticipation.

(b) Other parties of amici curiae.
Any individual or group wishing to be
a party or amicus curiae to a hearing
must file a petition with the SSA
Hearing Clerk no more than 15 days
following publication of the hearing
notice in the FEDERAr REGrsEmR. A peti-
tioner wh wishes to be a party must
also provide a copy of the petition to
each party of record at that time.

(e) What must be in a petition. A pe-
tition must state concisely: -

(1) The petitioner's interest in the
proceedings:

(2) Who will appear for the petition-
er

(3) The issue on which the petitioner
wishes to participate; and

(4) Whether the petitioner intends
to present witnesses, if the petitioner
wishes to be a party.

(d) What happens to. a. petition. (1)
The presiding officer wit,, determine
promptly whether each petitioner has
the necessary Interest in the proceed-
Ings and permit or deny the petition
accordingly and in writing. Before
making this determination, the presid-
ing officer will allow any party to file
comments on the petition to, be a
party. Any party who wishes to file
comments must do so within 5 days of
receiving the petition. If the presiding
officer denies the petition, he or she-
will state the reasons.

(2) The presiding officer may decide
that individuals or groups who have
become parties on petition have
common interests. He or she may then
request that they designate a single

- representative or may recognize two or
more of those parties to represent all
of them.

(e) What rights parties have. Any
party may:

(1) Appear by counsel or other au-
thorized representative in all hearing
proceedings:.

(2) Participate in any prehearing
conference held by the presiding offi-
cer,

(3) Stipulate facts which, if uncon-
tested, will become part of the record;

(4) Make opening statements;
(5) Present relevant evidence;
(6) Present witnesses who must be

available for cross-examination;
(7) Present oral arguments at the

hearing- and
(8) Submit written briefs, proposed

findings of fact, and proposed conclu-
sions of law, after the hearing. -

(f) What rights amici curiae have
Any amicus curiae may.

(I) Present an oral statement at the
hearing at the point in the proceed-
ings specified by the presiding officer;

(2) Submit a written statement of
position to the presiding officer before
the hearing begins; and

(3) Submit a brief or written state-
ment at the same time as the parties
submit briefs.

If 4n amicus curiae submits a writ-
ten statement or brief, he or she shall
serve a copy on each party.-

CoNDucr or HEARG

§ 200.415 Authority of presiding officer.
(a) General It Is the duty of the pre-

siding officer to conduct a fair hear-
ing, avoid delay, maintain order, and
make a record of the proceedings. He
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or she has authority to carry out these
duties. This includes the authority to:

(1) Regulate the course of the hear-
ing;

(2) Regulate the participation and
conduct of parties, amici curiae, and
others at the hearing;

(3) Rule on procedural matters and,
if necessary, issue protective orders or
other relief to a party against whom
discovery is sought;

(4) Take any action authorized by
the rules in this Subpart;

(5) Make a final decision if the Com-
missioner is the presiding officer,

(6) Administer oaths and affirma-
tions;

(7) Examine witnesses; and
(8) Receive or exclude evidence or

rule on or limit evidence or discovery.
(b) What the presiding officer cannot

do. 7 he presiding officer does not have
the authority to compel by subpoena
the production of witnesses, papers, or
other evidence.

(c) When the presiding officer's au-
thority is limited. If the presiding offi-
cer is not the Commissioner, he or she
does not have authority to:

(1) Make a final decision but shall
certify the entire record to the Com-
missioner, including recommended
findings and proposed decisions;

(2) Recommend reduction or with-
holding of FFP in matters of compli-
ance or conformity.

§ 200.416 Discovery.
Any party has the right to conduct

discovery against other parties. These
discovery proceedings are subject to
rules 26-37, Federal Rules of Civil Pro-
cedure. The presiding officer shall,
promptly rule on any written objec-
tion to discovery and may restrict or
control discovery so as to prevent
undue delay in the hearing. If any
party falls to respond to discovery pro-
cedures, the presiding officer may
Issue any order and impose any sanc-
tion (other than contempt orders) au-
thorized by rule 37 of the Federal
Rules of Civil Procedure.

§ 200.417 How evidence is handled.
(a) Testimony. Witnesses, under

oath or affirmation, give oral testimo-
ny at a hearing. All witnesses must be
available at the hearing for cross-ex-
aminatiorr by all parties.

(b) Rules of evidence. Technical
rules of evidence do not apply to hear-
ings described in this subpart E. The
presiding officer applies whatever
rules or principles are necessary to
assure disclosure of the most credible
evidence available and to subject testi-
mony to cross-examination. Cross-ex-
amination may be on any material
matter regardless of the scope of
direct examination.

PROPOSED RULES

§200.418 What happens to unsponsored
written material.

Letters and other written material
regarding matters at issue, when not
submitted specifically on behalf of one
of the parties, will become part of the
correspondence section of the docket.
This material is not part of the evi-
dence or the record.

§ 200.419 What the record is.
(a) Official transcript. HEW desig-

nates the official reporter for a hear-
ing. The SSA Hearing Clerk has the
official transcript of testimony, as well
as any other materials submitted with
the official transcript. The parties and
the public may obtain transcripts of
testimony from the official reporter at
rates which do not exceed the maxi-
mum fixed by contract between the of-
ficial reporter and HEW. Upon notice
to all parties, the presiding officer
may authorize corrections to the tran-
script which involve matters of sub-
stance.

(b) Record The record for the hear-
ing decision consists of the transcript
of testimony, exhibits, and all papers
and requests filed in the proceedings
except for the correspondence section
of the docket. The record includes rul-
ings and any decisions.

AFTmR THE HEARING

§ 200.420 Posthearing briefs.
The presiding officer shall fix the

time for filing posthearing briefs.
These may contain proposed findings
of fact and conclusions of law. The
presiding officer may permit filing of
reply briefs.

§ 200.421 Decisions.
(a) When the Commissioner is pre-

siding officer. If the Commissioner is
the presiding officer, he or she will
issue a final decision within 60 days
after expiration of the time allowed
for filing of" posthearing or reply
briefs.

(b) When the Commissioner ap-
points a presiding officer. If the Com-
missioner appoints a presiding officer:

(1) After the time for filing post-
hearing or reply briefs has expired,
the presiding officer shall certify the
entire record, including his or her rec-
ommended findings and proposed deci-
sion, to the Commissioner.

(2) The Commissioner will provide a
copy of the recommended findings and
proposed decision to all parties and
any amici, curiae. Within 20 days, a
party may file with the Commissioner
exceptions to the recommended find-
ings and proposed decision. The party
must file a supporting brief or state-
ment with the exceptions.

(3) The Commissioner will review
the presiding officer's recommended
findings and proposed decision and,

within 60 days of receiving them, Issue
a final decision. The Commissioner
will provide copies of that decision to
all parties and any amic curiae.

(c) When the decision involves non-
conformity or noncompliance. When
the Commissioner decides, after a
formal hearing, that nonconformity or
substantial noncompliance exists, the
final decision will state whether pay-
ments to the State will be withheld for
the entire program or for specified
portions of it.

§ 200.422 When a decision involving non.
conformity or noncompliance becomes
effective.

The Commissioner's decision will
specify the effective date for any with.
holding of Federal payments becauso
of nonconformity or substantial non-
compliance. This effective date cannot
be earlier than the date of the Com-
missioner's decision or later than the
first day of the next calendar quarter.

PART 201-[REMOVED]

2. Part 201 is deleted.

PART 205-GENERAL ADMINISTRATION-
PUBLIC ASSISTANCE PROGRAMS

3. 45 CFR Part 205 is further amend-
ed by deleting paragraph (b) of § 205.5
redesignating paragraph (a) § 205,5,
and revising it to read as follows:

§ 205.5 State plan requirements on when
to amend.

A State plan under title I, IV-A, X,
XIV, XVI, or XIX of the Social Secu-
rity Act must provide that the plhm
will be amended whenever necessary
to reflect new or revised Federal stat-
utes or regulations, U.S. Supreme
Court decisions, or significant changes
in State law, organization, policy, or
agency operations.

PART 213-[REMOVED]

4. Part 213 Is deleted.
EFR Doc. 78-23945 Flied 8-24-78 846 aml

[4110-921

Office of Human Development Services

(45 CFR Parts 201, 204, 213, and 220a]

POLICIES AND PROCEDURES ON GRANTS TO
STATES FOR SOCIAL SERVICE PROGRAMS

Titles I, IV-A, X, XIV, XVI (AABD) and XX

AGENCY: Administration for Public
Services (APS), Office of Human De-
velopment Services (HDS), Depart-
ment of Health, Education, and Wel-
fare.
ACTION: Proposed rule.
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SUMARY: This proposed regulation
would clarify, simplify, modify, and re-
organize into a single part 228a, exist-
ing procedural rules, located in several
parts of this Code, on administration
of grants to States for social services
programs under six titles of the Social
Security Act. The rules also fill some
gaps in existing policies on appeal pro-
cedures for State agencies. Compara-
ble revisions, appearing in part V of
this issue are proposed for programs
of child support enforcement and
medical and financial assistance. The
revisions reflecC the 1977 HEW reorga-
nization and separate social services
program rules from those covering the
same subject matter for other types of
programs.

DATES:.Consideration will be given to
written comments or suggestions re-
ceived on or before October 24, 1978.
Agencies or organizations are request-
ed to submit their comments in dupli-
cate.

ADDRESS: Address comments to:
Commissioner, Administration for
Public Services, Department of
Health, Education, and Welfare, P.O.
Box 1923, Washington, D.C. 20013.
Comments will be available for public
inspection in room 2225 of the Depart-
ment's offices at 330 C Street SW.,
Washington, D.C., on Monday through
Friday of each week from 8:30 aum.to 5
p.mt, area code 202-245-9415.

FOR FURTHER INFORMATION
CONTACT:

Mrs. Jonnie Brooks, 202-245-9415.

.SUPPLEMENTARY INFORMATION:

BACKGROUND

This proposed regulation deals with
certain portions of 45 CFR Parts 201.
204, 205, and 213 which directly gov-
erns policies and procedures for social
services programs under titles L IV-A,
X, XIV, and XVI (AABD), and with
those portions of part 201 and all of
part 213 which apply to the title XX
program because ofreference to them
in the title XX regulation, 45 CFR
Part 228. The Administration for
Public Services (APS) administers
social services programs in-the 50
States and the District of Columbia
under title XX of the Act. APS also
administers social services programs in
Puerto Rico, Guam, and the Virgin Is-
lands, and, potentially, in the North-
em Marianas, under titles I, V-A, X,
XIV, and XVI (AABD) of the Act.
Prior to March 8, 1977. APS was a
bureau of the Social and Rehabilita-
tion Service (SRS)_ An HEW reorgani-
zation order of that date disbanded
-(SRS). Its bureaus were dispersed to
other major Administrations of the
Department of Health, Education, and
Welfare. The order transferred APS to

the Office of Human Development
Services (HDS).

On September 12, 1977. the Secre-
tary of HEW announced two major ef-
forts at improving Departmental regu-
lations. The first, "Operation Common
Sense," is a 5-year-effort to review and
revise existing regulations to make
them clearer and more useful. The
second effort changed Departmental
procedures for developing new regula-
tions.

The Department's organization.
coupled with the Secretary's directives
prompted this proposal which is the
result of a joint effort by the bureaus
fprmerly in SRS and their current
parent Administrations.

This proposal combines provisions
and procedures for administering'
grants-in-aid for social services pro-
grams into a single part. Other propos-
als combine similar provisions and pro-
cedures for financial assistance, medi-
cal assistance, and child support. As
revisions of other parts of the regula-
tions occur, this separation by pro-
gram will continue so that eventually
each program will have a complete
body of regulations in a single location
in the Code of Federal Regulations.

Titles I, IV-A, X, XIV, and XVI
(AABD) govern social services pro-
grams in Puerto Rico, Guam, the
Virgin Islands, and the Northern Marl-
anas (the territories). Under these
titles, a State plan is a comprehensive
written commitment by the State
agency to administer, or supervise the
administration of, its social services
program in conformity with all appll-
cable Federal laws and regulations.
This commitment covers all aspects of
operation of the program including ad-
ministrative, programmatic, and fiscal
requirements. This State plan Is sub-
ject to approval by the Office of
Human Development (HDS). the arm
of the Department that administers
federally-funded social services pro-
grams.,

Title XX governs social services pro-
grams in the 50 States and the District
of Columbia (the States) and requires
two State plans. One is the Compre-
hensive Annual Services Plan (CASP)
which covers all programmatic and
fiscal-aspects of a. State's program for
the coming year. Included are such im-
portant programmatic Items as cover-
age-i.e., those who are eligible, and
program content-i.e.; what services
will be provided to which families and
individuals in which areas of the
State. HDS does not have the power to
approve or disapprove the CASP. The
CASP is published and made available
to the public for review and comment.
Changes in the CASP may result from
this process. The regulations this rule
proposes to revise do not control the
CASP in any way.

The other title XX plan, the State
plan. is subject to HDS approval but it
is very narrow in scope. It deals only
with administrative aspects of the title
XX program. When the title XX regu-
lations (45 CFR Part 228) were issued,
the Department recognized that the
board requirements of part 201 relat-
ing to State plans and amendments
were not really appropriate for the
narrow-gauge title XX State plan.
However, because of the urgency to
issue regulations governing the new
social services program, It was expedi-
ent to apply the provisions of part 201
insofar as submittal of State plans and
amendments was concerned. This pro-
posed rewrite of part 201 presents an
opportunity to provide regulations
precisely suited to the distinctive
nature of the title XX administrative
State plan.

PROPOSED MODIFICATION OF THE
REGULATIONS

This proposed rule contains several
modifications of present requirements,
as follows:

1. Deletion of title VI. Prior to the
enactment of title XX; social services
programs in the States were governed
by titles IV-A (assistance payments
and services for families and children)
and VI (social services for the aged,
blind, and disabled). Pub. L. 93-647 en-
acted title XX, effective October 1.
1975, and repealed title VL Although
title VI no longer exists, references to
It had not been deleted from the por-
tions of parts 201, 204, and 205 dealing
with State plans and plan amend-
ments.

The proposed rule deletes all refer-
ences to title VX which was repealed
when title X became effective.

2. Definitions. We propose to add
several definitions. Because of the dis-
tinct differences between the State
plans for titles L IV-A, X,-XIV. and
XVI (AABD) and the State plan for
title XX. we believe it advisable to
divide the definitions into three
groups: those that apply to all the
social services titles-Le., titles L IV-A,
X. XIV, XVI (AABD), and XX
(§ 228a.1); those that apply only to
titles I. IV-A. X. XIV. and XVI
(AABD) (§228a.2): and a definition
that applies only to title XX (§ 228a.3).

3. Partial approval of State plans
and plan amendments. Part 201 does
not now deal with this subject. It is
possible, that a territory may wish to
replace Its present State plan with an
entirely new one; or that the Northern
Maranas will decide to submit a State
plan for the initiation of a social ser-
vices program. In either case, we pro-
pose to allow partial approval or disap-
proval of all optional provisions of
State plans under titles I. IV-A, X,
XIV or XVI (AABD). At the same
time, we believe that the law requires
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that if all mandatory provisions of the
State plan are not approvable, we
must disapprove the plan in its entire-
ty. The proposed rule spells out this
concept for the first time, but it is not
a truly new requirement because it
merely articulates, in regulations, a
policy position that has always pre-
vailed.

All title XX plan requirements are
mandatory. This precludes partial ap-
proval or disapproval of title XX plan
materials.

4. Disapproval of State plans and
plan amendments. Part 201 provides
that the Administrator, Social and Re-
habilitation Service (SRS), will disap-
prove State plans and plan amend-
ments after prior consultation and dis-
cussion with the Secretary. The pro-
posed rule would authorize the Re-
gional Administrator, BDS, to disap-
prove State plan materials, with -con-
currence of the Commissioner, Admin-
istration for Public Services. The title
XX State plan, as previously pointed
out, is so narrow in scope that the de-
cision to disapprove should prove to be
clearcut. The possibility of complicat-
ed problems in connection with disap-
proval of titles I, IV-A, X, XIV, and
XVI (AABD) State plans still exists
but now these plans apply only to the
territories. In the past, the approval of
these plans has presented no serious
difficulties. The proposed rule also
clarifies procedures which the State
agency may take in appealing deci-
sions made by the Regional Adminis-
trator to disallow State claims.

5. Governor's review of State plan.
45 CFR 204.1 now requires that a
State plan provide for review of cer-
tain amendments and of certain re-
ports by the Governor. This is being
Incorporated as a new section
228a.110(c).

6. Format of a State plan. 45 CFR
204.2 now requires that State plans be
submitted in a certain format and
within prescribed time limits. This is
being incorporated as a new section
228a.110(a).

7. Decisions on plan amendments
not treated as new plans. Procedures
for approval of plan amendments not
treated as new plans are clarified and
modified in these regulations. A deci-
sion to approve or disapprove will be
made within 90 days of receipt in the
regional office just as if the amend-
ment were treated like a new plan. In
cases of disapproval, a new provision
assures the State agency of the right
to a reconsideration by the Assistant
Secretary or designee.

There is now no specific regulatory
provision for appeals on disapproved
plan amendments of this type al-
though the procedure applicable to
disallowances (45 CFR 201.14) has
been used. The new reconsideration
process for these amendments is sim-

pler and can produce decisions more
promptly. We believe that it assures
the State agency of a thorough review
and a carefully considered decision.

8. Establishing the submittal date of
a plan or amendment. A new section
has been added explaining how the
submittal date is officially determined.
This is important to States for pur-
poses of claiming Federal funds once
the plan or amendment has been ap-
proved. Existing regulations are silent
on this point.

9. Effective date for claiming Federal
funds. 45 CFR 205.5(b) now tells when
Federal funding becomes available
under an amended plan provision.
This is incorporated into part 228a
and clarified to distinguish between
the period for which Federal funds
can be claimed and the time at which
they can be claimed (i.e., not'until the
new provision has been approved).

10. State cost allocation plans. Re-
sponsibility for State cost allocation
plans has been assumed directly by
HEW rather than have it spread
among several HEW agencies. There-
fore, these regulations make it clear
that rules applicable to cost allocation
plans appear in part 205 and that part
228a does not include such plans.

11. Authority to allow or disallow a
State claim for payment. These
amendments reflect redelegations of
secretarial authority to permit both
allowance and disallowance decisions
to be made by the Regional Adminis-
trator, EDS, this gives States a single
focus for fiscal decisions. Previously
the regional office could allow a claim
but disallowances were the prerogative
of the central office. The Regional Ad-
ministrator, EDS, also continues to
have the authority to defer payment
decisions in certain situations.

12. Changes in the reconsideration
procedure. When a State agency's
claim for reimbursement of expendi-
tures for any of the social services pro-
grams covered by this proposed regu-
lation is denied, the State agency may

,,request a reconsideration of the disal-
lowance. The changes in subpart C
have been made. to accommodate the
new HEW system of processing recon-
siderations under the provisions of 45
CPR Part 16 which now completely re-
places 45 CFR 201.14. The changes in
the proposed regulations follow:

a. Under § 201.14, the Administrator
of the now-defunct Social and Reha-
bilitation Service was the official who
provided the final administrative
action upon reconsiderations. Now the
final arbiter is the Departmental
Grant Appeals Board.

b. A new step in the reconsideration
process is that the State agency may
request a discussion with the Assistant
Secretary, IDS, prior to requesting re-
consideration by the Departmental
Grant Appeals Board.

c. The period of time a State has to
request a discussion with the Assistant
Secretary or a reconsideration has
been extended to 45 days from the 30
days set forth in 45 CFR 16.6(a). (45
CFR 16.6(a) authorizes the head of a
program bureau to extend this time
period, if desired.) This gives the State
agency more time to assemble the
needed Information and decide wheth.
er or not It wants to appeal and In
what way.

13. Changes in the deferral of claims
procedure. Deferral of a claim for re-
imbursement of expenditures occurs
when there is question about the
allowablity of a claim. A procedure is
available to enable a State agency to
make a case for allowability of the
claim and for the Department to de-
termine its validity. Subpart C deals
with the procedure. Three changes
-from the procedure in the current
§ 201.15 are made in the proposed reg-
ulation:

a. The proposed regulation decreases
from 60 days to 30 days the time ex-
tension period allowed for the State to
prepare the requested materials to
make its case (see § 228a.231(c)). The
Department considers a 60-day exten-
sion period an excessive length of time
and detrimental to the expeditious
processing of deferral actions.

b. 45 CFR 201.15 does not speak -to
the time period within which the re-
gional office has to communicate with
the State agency about Inadequate
materials submitted by the State,
Clarification was considered necessary
on this point and so § 228.232 sets a
limitation of 60 days on the Regional
Administrator to notify the State
agency If the materials have not been
provided in the manner prescribed or
if supplemental Information is re-
quired.

c. The amount of time in which the
Regional Administrator is required to
make a decision on a deferral has been
increased from 90 to 120 days. This is
to permit a more thorough examina.
tion of the issues in a deferral.

14. Calling of noncompliance and
nonconformity. Part 201 calls for pro-
cedures that may drag on for years
before a State ever receives notifica-
tion that Its State plan Is out of con-
formity, or that Its operations do not
comply with the approved State plan
or Federal requirements. If the region-
al office believed that an Issue of non-
compliance or nonconformity existed,
and it proved to be impossible to re-
solve the issue by negotiations, the re-
gional office recommended that the
Administrator, SRS, make a finding of
noncompliance or nonconformity. The
Administrator notified the State that
a potential issue existed and that the
State was entitled to a full due process
hearing under 45 CFR Part 213 (now
rewritten and recoded, for social ser-
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vices programs, as subpart E). Only
after conclusion of the hearing was
the notice issued. This procedure has
proved to be somewhat awkward and
the proposed rule suggests a different
approach.

The Regional Administrator, HDS,
still must exhaust all possibilities of
resolving the difficulties but, if resolu-
tion proves impossible, he would have
the authority, with concurrence of the
Commissioner, APS, to notify the
State agency that there is an issue of
compliance or conformit'y. The pro-
posed rule envisions this notice not as
a final decision, but as an action that,
at the option of the State, merely
starts the formal decisionmaking proc-
ess. If the State believes that its posi-
tibn is valid, it may request a fill-scale
due process hearing under new sub-
part E. Only after such a hearing may
the Assistant Secretary, EDS, make a
final finding as to noncompliance or
nonconformity. If the State agency
does not request a formal hearing
within 60 days of the Regional Admin-
istrator's notice, the Assistant Secre-
tary will notify the State agency, in
writing, what the sanctions will be.

15. Substitution of Assistant Secre-
tary, HDS, for Administrator, SRS.
The present rule designates the Ad-
ministrator, SRS, or designee, as the
individual responsible for providing
hearings and for making final determi-
nations upon completion of the hear-
ings. This proposed rule substitutes
the Assistant Secretary, HDS, for the
Administrator, SRS.

(Secs. 2, 3, 402, 403. 1002, 1003. 1102, 1116,
1402, 1403, 1602 (AABD), 1603 (AABD), and
2002 of the Social Security Act; 42 U.S.C.
302, 303, 602, 603, 1202,. 1203, 1352, 1353,
footnote to 138.1, 1397 and 1397(a).)
(Catalog of Federal Domestic Assistance
Programs No. 13.642, Public Assistance-,
Social Services, No. 13.642, Social Services
for Low Income and Public Assistance Re-
cipients, and No. 13.644,-Public Assistance
Training Grants-Title XX

NoT_.-It has been determined that this
document does not-require preparation of
an inflationary impact statfement under Ex-
ecutive Order 11821 and OMB Circular A-
107.

Dated: July 6, 1978.
T. AL PAREaa,

ActingAssistant Secretary
for Human Development Services.

Approved: August 19, 1978.-
HALE CHAMPION -

Acting Secretary.
Chapter n of 45 CR is amended as

follows:
-1.45 CFR parts 201, 204, and 213, as
they apply to social services programs
under titles I, IV-A, X, XIV, XVI
(AABD), ahdXX of the Social Securi-
ty Act, are redesignatedas part 228a
and are'revised to read as follows:

PART 228o-POUCiES AND PROCEDURES ON
GRANTS TO STATES FOR SOCIAL SERVICES
PROGRAMS-TITLES I, IV-A, X, XIV, XVI
(AABD) AND XX OF THE SOCIAL SECURITY
ACT

,Subpzt A-Scope and Deflnilons

Sec.
228a0 Scope.
228a.1 Definitions applicable to titles I. IV-

A, X, XIV, XVI (AABD), and XX.
228a.2 Definitions applicable only to titles

I. IV-A. X, XIV, and XVI (AABD).
228a.3 Definition applicable only to title

2M

Subpart B-Stae Plans and Plan Amendments

STATE PLANS AND A Lmm NtmS IN GEmmaL

228a.100 What a State plan Is.
228a.101 Amendment of a State plan.

SUBLTssION or PROPOSED STATE PLAUS AND
PLAN Aummmams

228a.110 How to submit a proposed State
plan or plan amendment.

228a.111 How to determine submittal
dates. 4

APPROVAL AN DishrraovAL o PaorosED
STATE PLAns Am PLAN AmEmEN-,s

228a.120 Who can approve or disapprove.
228a.121 Partial or total approval or disap-

proval'"
228a.122 What the decision deadline Is.
228a.123 Effective dates and FFP under

approved State plan or plan amend-
ments.

228a.124 -How State Is notified.

RrcossmEATioN oF DsAraovALs or SrAxE
PLANS AND PLAN AMEMEnS

228a.130 What reconsideration procedures
apply.

228a.13L What happens to FFP pending
outcome of reconsideration-

228a.132 Prehearing procedures of disap-
proval of new plan material.

Subpart C-Awards end Paymentv to States

AwARDs AND PAYm~rsrr Ui Gr2hmaAL.

228a.200 When FFP may be claimed.
228a.201 What the State agency is respon-

sible for.
228a.202 Administration of grants.

SUBMISSION Or CL.AflS
228a.210 How grant awards are Issued.
228a.211 How estimates are made.
228a.212 How expenditues are claimed.

A.LoWANcE AND DISI.OWAN CE oF CAmS

228a.220 Who can allow or disallow.
228a.221 How a decision Ls made on a

claim.
228a.222 What happens when a claim Is

disallowed.
228a.223 How to appeal disallowance of a

claim.

DEFERRAL or CL&ms PA NEN

228a.230 What deferral Is.
228a.231 How deferral occurs.
228a.232 How decision Is made on a, de-

ferred claim

IuNu'SmT REPAYMENT or FEDERAL FUMS

228a.210 General.

228a.241 How to set the repayment sched-
ule.

228a.242 How to determine the State agen-
cy's share of expenditures.

228a.243 How to make payments

Subpart D-Fedul Program and nanda li Reviews
and Aucdits

PE mm RzvIEws AnD AUDrrs n GEnERAL

228a.300 What Federal reviews and audits
are.

228a.301 Types and effects of reviews and
audits.

Pnomum Arm FwAncrAL REvIEws

228a.305 Program and financial reviews in
general.

228a.306 Issues of compliance or conform-
Ity after review.

fIEW AuDr AcEscy REvxxws AND AuDis
228a.310 What an HEW Audit Agency

review Is.
228a.311 Audit Agency's reports.
228a.312 Action afterAudit Agency report.

Subpart E-Hearlg Procedures for State Agenies

Gz~nau.

228a.400 Scope.
228a.401 Preliminary matters.

AaRmaminTs FOR H maNt
228a.405 How to request hearing.
228a.406 How request s acknowledged.
228a.407 What the hearing Issues are..
228a.408 What the purpose of a hearing is.
228a.409 Who presides.
228a.410 How to be a party or amimm

curiae to a. hearing.

CONDUr oF HzAPucr

228a.415 Authority of presiding officer.
228a.416 Discovery.
228a.417 How evidence is handled.
228a.418 What happens to unsponsored

written material.
228a.419 What the record is.

ArrEa TEE HEAPuc;
228a.420 Posthearing briefs.
228a.421 Decisions.
228a.422 When decision involving noncqn-

fortnity or noncompliance becomes ef-
fective.

Authority: -Secs. 2. 3, 402, 403. 1002. I003,
1102. 1116, 1402, 1403, 1602 (AAB3D). 1603
(AABD). and 2002 of the Social Security
Act 42 US.C. 302, 303. 602, 603, 1202, 1203,
1352 1353, footnote to 1381- 139T and
1397(a).

Subpart A-Scope and Definitions

§ 228a.0 Scope.
Part 228a. contains rules on grants

for social services programs under six
titles of the Social Security Act: Titles
I, IV-A, X XIV, XVI (AAABD), and
XX. Title XX authorizes Federal/
State sharing of the costs of providing
social services to needy families and
individuals In the 50 States and the
District of Columbia. Titles I IV-A, X,
XIV, and XVI (AABD) authorize Fed-
eral/State sharing of the costs of pro-
viding social services to needy families
with dependent children and needy
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aged, blind, and disabled persons in
the territories (Guam, Puerto Rico,
the Virgin Islands, and the Northern
Marianas (90 Stat. 277)). This part is
divided into five Subparts as follows:

(a) Subpart A sets forth the scope of
the regulation. It includes definitions
applicable to all the social services
programs under these titles; a defini-
tion applicable to title XX alone; and
a set of definitions that applies to
titles I, IV-A, X, XIV, and XVI
(AABD).

(b) Subpart B describes State plans
for social services programs. It tells
when to amend a plan, how to submit
and process a proposed State plan or
plan amendment, and how to appeal
disapprovals.

(c) Subpart C contains rules for com-
puting and authorizing payment of
Federal grants. This includes rules on
when to defer or disallow State claims
for Federal funds, and how to appeal
disallowances.

(d) Subpart D describes the types
and effects of reviews conducted by
Federal officials.

(e) Subpart.E sets forth hearing pro-
cedures on appeals of compliance and
conformity issues. It also sets forth
procedures on appeals of disapprovals
of proposed State plans and amend-
ments which are treated as new plans.

§ 228a.1 Definitions applicable to titles I,
IV-A, X, XIV, XVI (AABD), and XX.

APS means the Administration for
Public Services. ,

Assistant Secretary means the As-
sistant Secretary for Human Develop--
ment Services.

Act means the Social Security Act,
and titles referred to are titles of that
Act.

Compliance means that the State
agency is carrying out in practice the
requirements of Federal statutes, reg-
tilations, and pertinent court decisions,
and the commitments in the approved
State plan.

Conformity means that'a State plan
meets the requirements of Federal and
State statutes, Federal regulations,
and pertinent court decisions.

Department or HEW means the De-
partment of Health, Education, and
Welfare.

FFP means Federal financial partici-
pation-the Federal Government's
share of expenditures made by a State
under a social services program.

Federal requirements means Federal
statutes, regulations and instructions.

HDS means the Office of Human
Development Services.

Plan amendment means an amend-
ment to the approved social services
State plan under the six titles of the
Act.

Regional Administrator or RA
means the Regional Administrator of
the Office of Human Development

Services (HDS) of which the Adminis-
tration for Public Services is a pro-
gram bureau.

State means the 50 States and the
District of Columbia.

State agency means the State agency
administering or supervising the ad-
ministration of the State social ser-
vices plan under titles I, IV-A, X, XIV,
or XVI (AABD) in Puerto Rico, Guam,
the Virgin Islands and the Northern
Marianas; and under title XX in the
50 States and the District of Colum-
bia.

Title XVI means grants to States for
social.services for the Aged, Blind, or
Disabled (AABD), the combined pro-
gram the territories may conduct in-
stead of a separate program under
titles I, X, and XIV.

§ 228a.2 Definitions applicable only to
titles I, IV-A, X, XIV, and XVI
(AABD).

Approvable State plan or plan
amendment means one that, requires
no substantive changes to meet all ap-
plicable Federal requirements.

State plan means a comprehensive
written statement describing the
nature and scope of the program and a
commitment by the State agency to
administer, or supervise the adminis-
tration of, a social services program in
conformity with the relevant requird-
ments of part 205 and the specific re-
quirements of 45 CFR 220 for title IV-
A, of 45 CFR 222 for titles I, X, XIV,
or title XVI (AABD), and of part 226
for all five titles, and other applicable
issuances of the Department. The
commitment covers all aspects of oper-
ation of the program including admin-
istrative, programmatic, and fiscal re-
quirements. This kind of State plan
for social services programs applies
only to Puerto Rico, Guam, the Virgin
Islands, and the Northern Marianas.
This State plan does not include a cost
allocation plan as described in 45 CFR
205.150.

Substantive change means a change
which is necessary in order to bring a
proposed State plan or plan amend-
ment into conformity with applicable
Federal requirements.

Territory means Guam, Puerto Rico,
the Virgin Islands, or the Northern
Marianas.

§ 228a.3 Definition applicable only to title
XX.

State plan means a written commit-
ment by the State agency to adminis-
ter, or supervise the administration of,
a social services program in conform-
ity with the specific requirements of
§ 228.6 through § 228.16 of part 228.
The commitment is limited to require-
ments of an administrative nature and
does not include cost allocation as de-
scribed in 45 CFR 205.150. This kind
of State plan applies only to title XX

social services programs In the 50
States and the District of Columbia.

Subpart B-State Plans and Plan Anendments

STATE PLANS AND AMENDMENTS 1N
GENERAL

§ 228a.100 What a State plan is.
(a) A title IV-A State plan and a

title I, X, XIV, or XVI (AABD) State
plan, as defined In § 228a,2, is a de-
tailed description of the nature and
scope of a territory's social services
program. It commits the State agency
to administer or supervise the adminis-
tration of the program in accordance
with Federal requirements. Only
proper program expenditures which
the State agency makes under an ap-
proved plan are eligible for FFP. The
State agency must keep an approved
plan current by amending It.

(b) A title XX State plan, as defined
in § 228a.3, contains specific written
commitments by the State agency to
comply with the requirements of
§ 228.6 through § 228.16. The State
agency must keep an approved plan
current by amending it.

(c) Each State which establishes a
comprehensive annual services pro-
gram plan (service plan) under title
XX, and each territory which wishes
to administer a services program
under title IV-A, or title I, X, XIV, or
XVI (AABD) shall operate In accord-
ance with a State plan or plans as de-
fined in § 228a.2 or § 228a.3.

(d) HDS will not consider material
as State plan material unless the State
agency submits It as part of a State
plan or plan amendment and the Re-
gional Administrator, HDS, approves
It. The State agency shall submit
copies of current State operating man-
uals and other program materials to
the Regional Administrator, as re-
quested.

§ 228a.101 Amendment of a State plan.
(a) When to amend a State plan, A

State agency must amend Its plan
whenever.

(1) A new or amended Federal law or
regulation requires a new provision, or
conflicts with an existing plan provi-
sion;

(2) A U.S. Supreme Court decision
changes the interpretation of a law or
regulation or conflicts with an existing
plan provision; or

(3) State law, organization, policy, or
agency operation undergoes a signifi.
cant change. (See section 45 CFR
205.5(a) for requirements on amending
State plans for the territories.)

(b) Automatic changes in plans,
When a Federal statute or a U.S. Su-
preme Court decision invalidates,
modifies, or changes the Interpreta-
tion of a plan provision, the statute or
decision, on Its effective date, auto-
matically nullifies or modifies any con-
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flicting provisions of any approved
State plans.

SUBMISSION OF PROPOSED STATE PLANS
AND PLAN AISED~mENTS

§ 228a.110 How to submit a proposed
State plan or plan amendment.

(a) General. A State agency must
submit a proposed State plan or plan
amendment to the Regional Adminis-
trator in accordance with HDS
instructions 'concerning format, con-
tent, time limits, transmittal forms,
and procedures.

(b) How to treat plan amendments.
In its transmittal, the State agency
may request treatment of the plan
amendments as a new State plan:

(1) If the State- agency makes this
request and the amendment is disap-
proved, the State agency has a right to
a hearing under section 1116 of the
Act and to judicial review. (See
§ 228a.132.)

(2) If the State does not make this
request and the amendment is disap-
proved, the State agency may appeal
as described in § 228a.133.

(c) Review by Governor. When sub-
mitting a proposed State plan or plan
amendment to the Regional Adminis-
trator, the State agency specifies that
the Governor or designee:

(1) Was given 45 days to review the
material and that resulting comments,
if any, are included in the submittal;
or

(2) Did not wish to review the mate-
rial. (See section 45 CFR 204.1 for
State plan requirements-on Governor's
review of State plans for the territor-
ies.)

§ 228a.111 How to determine submittal
dates.

(a) Submittal date. The submittal
date of a proposed State plan or plan
amendment is the date the State
agency mails it to the regional office
as established by a postmark, regis-
tered mail date, or affidavit of mailing.
If, the State agency delivered the ma-
terial by hand, the regional office date
stamps it on receipt and that date is
the submittal date.

(b) When submittal date changes. If
a proposed State plan or amendment
is not- approvable because it does not
meet a Federal requirement, the date
on which the required change is
mailed or delivered to the regional
office becomes the submittal date.

(c) When submittal date remains un-
changed. If a proposed State plan or
plan amendment submitted by the
State agency of a territory is approv-
able but requires clearer wording, the
clarifying revision retains the date of
the original submittal.

A APPROVAL AND DisAPPRovAL OF PRO-
POSED STATE PLANS AND PLAN AmEND-
MENTS

§228a.120 Who can approve or disap-
prove.

The Regional Administrator has the
authority to approve or disapprove a
proposed State plan or plan amend-
ment. Before disapproving It, the Re-
gional Administrator obtains the con-
currence of the Commissioner, APS.
(See §228a.306 for rules on deciding
that a previously approved plan provi-
sion no longer meets Federal require-
ments.)

§ 228a.121 Partial or total approval or dis-
approval.

(a) State plan. (1) The Regional AD-
minstrator approves a title XX State
plan only if it totally meets the re-
quirements of 45 CFR § 228.6 through
§ 228.16.

(2) The Regional Adminstrator ap-
proves a State plan submitted by a ter-
ritory only when it meets all manda-
tory Federal requirements. If any sec-
tion pertinent to any of these require-
ments is unapprovable or Is omitted.
the Regional Administrator, with con-
currence of the Commissioner, APS,
disapproves the entire plan. The Re-
gional Administrator may disapprove,
after concurrence of the Commission-
er, APS, sections or parts of sections
of a State plan which relate to option-
al Federal provisions without affecting
approval of the rest of the plan.

(b) Plan amendments. (1) The Re-
gional Administrator approves a title
XX State plan amendment only If it
totally meets all appropriate require-
ments. However, if a State agency sub-
mits amendments to more than one
section of the plan at one time, the
Regional Administrator may approve
an amendment to one section while he
or she disapproves amendments to
other sections.

(2) The Regional Administrator need
not approve or disapprove a proposed
plan amendment submitted by a terri-
tory in Its entirety, regardless of
whether the State agency has asked to
have It treated as a new State plan.

§ 228a.122 What the decision deadline Is.
(a) General. The Regional Adminis-

trator has 90 days following receipt of
the State agency's submittal to issue a
decision approving or disapproving a
proposed State plan or plan amend-
ment

(b) Extension, The Regional Admin.
istrator and the State agency may
agree in writing to an extension of the
90-day period.

§ 228a.123 Effective dates and FFP under
approved State plans or plan amend-
ments.

(a) When a plan or plan amendment
becomes effective An approved State
plan or plan amendment which affects
FFP becomes effective on the later of
the following dates:

(1) The first day of the calendar
quarter In which an approvable plan
or amendment was submitted (see
§ 228a.l1 for submittal date); or

(2) The first date on which the plan
or amendment is in operation
Statewide.

(b) When an amendment not affect-
ing FFP becomes effective. When an
amendment does not affect FFP, it be-
comes effective on the date set by the
State agency.

(c) Wen State may submit claims
for FPP. A State may not submit
claims for new or additional expendi-
tures made under a plan or amend-
ment until the Regional Administrator
approves It.

§ 228a.124 How State is notified.
(a) Approval. When the Regional

Administrator approves a proposed
State plan or plan amendment, he or
she notifies the State agency in writ-
Ing.

(b) Disapproval. When the Regional
Administrator after concurrence of
the Commisioner, APS, disapproves
part or all of a proposed State plan or
plan amendment, he or she notifies
the State agency in writing. That
notice gives the reason for disapproval
and informs the State Agency that it
has 60 days to request reconsideration
by the Assistant Secretary (see
§ 228a.130).

REcoNszRATATion OF DzsAn'novALs oF
STATE PLANS AND PLAN AmENDmTS

§ 228a.130 -What reconsideration proce-
dures apply.

(a) For new plans and plan amend-
ments treated as new plans. A State
may request reconsideration of disap-
proval of a proposed State plan or a
plan amendment which is treated as a
new State plan under § 228a.132. For
purposes of this subpart, the term
"new plan material" includes both cat-
egories.

(b) For plan. amendments not treated
as new plans. A State agency also may
request reconsideration of disapproval
of a plan amendment which Is not
treated as a new plan under § 228a.133.

§ 228a.131 What happens to FFP pending
outcome of reconsideration.

When a State agency requests con-
sideration of disapproval of a State
plan or plan amendment, FFP in any
new or increased expenditures under
the disapproved plan or amendment is
not available until a final decision is
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made. If the decision is favorable to
the State agency, the Assistant Secre-
tary will certify lump-sum payment of
any amount due.

§228a.132 Prehearing procedures of dis-
approval of new plan material.

(a) How to request. A State agency
has 60 days from receipt of the Re-
gional Administrator's written notice
of disapproval of new plan material to
request a reconsideration. The State
agency shall make the request in writ-
ing to the Assistant Secretary, HDS,
with a copy to the Regional Adminis-
trator.

(b) Acknowledgement of request.
Within 30 days of receiving a reconsid-
eration request, the Assistant Secre-
tary notifies the State agency in writ-
ing of the date, time, and place of the
hearing. That date will be at least 20,
but not more than 60, days from the
date the State, agency receives the
hearing notice. However, the State
agency and the Assistant Secretary
may agree in writing to a different
date. (See subpart E for hearing proce-
dures.)

(c) The hearing decision. Within 60
days of the conclusion of a hearing,
the Assistant Secretary will issue a de-
cision. That decision is final adminis-
trative action on the matter.

(d) Judicial review. If a State agency
Is not satisfied with a hearing decision,
it may seek judicial review in the U.S.
Court of Appeals for the circuit in
which the State is located.

§ 228a.133 Procedures for reconsideration
of a proposed plan amendment not
treated as a new plan.

(a) How to request. A State agency
has 60 days from receipt of the Re-
gional Administrator's. written notice
of disapproval to request a reconsider-
ation of a disapproved plan amend-
ment as a new State plan. The State
agency shall make the request in writ-
ing to the Assistant Secretary, IDS,
with a copy to the Regional Adminis-
trator.

(b) Acknowledgement of request. The
Assistant Secretary acknowledges a
State agency's request for reconsider-
ation promptly and in writing.

(c) Submittal of information:
(l) The Regional Administrator and

the State agency have 30 days from re-
ceipt of the Assistant Secretary's ac-
knowledgement to provide the Assist-
ant Secretary with all material they
consider relevant to the reconsider-
ation issues. If either submits new in-
formation, the other shall have and
additional 15 days to respond.

(2) The Assistant Secretary will
promptly send the State agency a list
of all the material that is part of the
record. The Assistant Secretary also
makes this material available for the
State agency's inspection and copying.

PROPOSED RULES

(3) The Regional Administrator and
the State agency have 30 days from
the date of this list to submit any ad-
ditional supporting materials to the
Assistant Secretary and to each other.

(4) If the Regional Administrator or
the State agency submits additional
material, the other party has 20 days
from transmittal date to respond in
writing to the Assistant Secretary.

(d) Right to a conference. (1) At any
time during the period allowed under
paragraph (c) of this section, the State
agency may request a conference with
the Assistant Secretary to discuss the
issues.

(2) The State agency may have the
conference transcribed at its own ex-
pense. Upon its request, the transcript
becomes part of the record.

(e) What the record is. All materials
considered in reaching the decision
constitute the record of a reconsider-
ation. The record closes on the later of
the following dates:

(1) Expiration of the period(s) al-
lowed under paragraph (c) of this sec-
tion;

2) If there is a conference and the
transcript becomes part of the record,
when the Assistant Secretary receives
the transcript; or

(3) If there is a conference and the
transcript does not become part of the
record, 30 days after the conference.

(f) How the decision is issued.
Within 90 days after the record is
closed, the Assistant Secretary or the
person designated to preside at the
conference will issue a written .deci-
sion. The Assistant Secretary will send
that decision to the head of the State
agency.

(g) Extension of time limits. Either
the State agency or the Regional Ad-
ministrator may, for good cause, re-
quest an extension of any of the time
limits in this section.

Subpart C-Awards and Payments to States

AwARDs AND PAYDIENTS IN GENERAL

§ 228a.200 When FFP may be claimed.
Ca) For title XX, a State agency

which establishes a comprehensive
annual services program plan (services
plan} and operates it under an ap-
proved State plan, and other Federal
requirements, including prior approval
of certain classes of expenditures as
required, and in conformity with an
approved cost allocation plan, may
claim Federal funds for expenditures
for social services, training, and relat-
ed administration for each.

(b) For titles I, IV-A, X, XIV, and
XVI (AABD), a State agency may
claim Federal funds for expenditures
for social services, training, and relat-
ed administration under an approved
State plan and other Federal require-
ments, including prior approval of cer-
tain classes of expenditures as re-

quired, and in conformity with an ap-
proved cost allocation plan. (See
§ 228a.123 for effective date of a new
plan amendment.)

§ 228a.201 What the State agency is re-
sponsible for.

The State agency is responsible for
submitting (or at the option of APS,
making available) all documentation
required by APS In the format speci-
fied to establish the allowability of Its
claim for FFP. (See § 228a.230-
228a.232 on deferrals and § 228a.223 on
disallowances.)

§ 228a.202 Administration of grants.
(a) General. All grants made to juris-

dictions under titles I, IV-A, X, XIV,
or XVI (AABD), and XX are subject
to the provisions of 45 CFR part 74,
Administration of Grants.

(b) Exception. Subparts G, Matching
and Cost Sharing, and I, Financial Re-
porting Requirements, of part 74 of
this title do not apply to these grants,

SUBMISSION OF CLAIMS

§ 228a.210 How grant awards are Issued.
(a) Amount of grant Subject to the

availability of Federal funds, the Com-
missioner, APS, or designee Issues a
grant award for each quarter. The
grant award is based upon the Region-
al Administrator's estimate for that
quarter reduced or Increased to the
extent of any overpayment or under-
payment made' for any prior quarter,
and with respect to which adjustment
has not already been made. Examples
of adjustments which reduce or in.
crease a grant award Include:

(1) The difference between the esti-
mate for a quarter and the amount
claimed by the State on the expendi-
ture statement for that quarter;

(2) Amounts, including penalties and
audit exceptions, which the Regional
Administrator disallows;

(3) Amounts which the Regional Ad-
ministrator defers;

(4) Amounts which the Regional Ad-
ministrator has deferred and later
finds allowable;

(5) Amounts of recoveries, refunds
and collections as determined by the
Regional Administrator; and

(6) Amounts which exceed statutory
limitations on funds.

(b) How the State is notifie, The
Commissioner, APS, Issues to the
State agency a grant award which
shows the amount awarded for each
quarter for each program. Accompany-
ing the grant award is a form showing
the basis on which the grant was com-
puted. The Commissioner also notifies
the State central information recep-
tion agency of the grant award, In ac-
cordance with section 201 of the Inter-
governmental Cooperation Act of
1968.
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(c) How the grant is paid. The De-
partmental Federyl Assistance Financ-
ing System (DFAFS) pays the grant.
Subpart K of 45 CFR Part 74, Treas-
ury Circular No. 1075, and the DFAFS
Recipient Users Manual govern pay-
ment procedures.

§ 228a.211 How estimates are made.
(a) At least 45 days before the begin-

ning of each quarter for which it is es-
timating funds, the State agency shall
submit estimates to the Regional Ad-
ministrator of the total amount and
Federal share of expenditures for
social services, training, and their re-
lated administrative costs.

(b) This quarterly estimate of ex-
penditures and any investigations
which the Regional Administrator
may find necessary fofim the basis for
APS's estimate of expenditures. The
Regional Administrator's estimate is
the basis for making a grant award for

- that quarter.

§ 228a.212 How expenditures are claimed.
(a) What the quarterly statement of

expenditures is. This statement is an
accounting for expenditures by the
State agency under the social services
program made during the quarter, and
the State agency's claim for Federal
reimbursement.

(b) How to submit the statement
The State agency shall submit the ex-
penditure statement and necessary
supporting schedules and documenta-
tion to the Commissioner, APS, and
the Regional Adminitrator no later
30 days after the end of each quarter.
APS will postpone any steps leading to
the issuance of a grant award until a
proper expenditure statement is re-
ceived.

(c) Rejection of statement Expendi-
ture statements based on estimated
expenditures will be rejected. Howev-
er, indirect costs calculated under ap-
proved rates or cost-allocation plans
may be included in the-statement.

ALLOWANCE AND DiSALLOWANCE OF
CLAMS

§ 228a.220 Who can allow or disallow.
The Regional Administrator has the

authority to allow or disallow a claim,
paid or unpaid, foi FFP.

* § 228a.221 How a decision is made on a
claim.

A State's claim for FFPis allowed or
disallowed based on review and analy-
sis of its quarterly statement of ex-
penditures. In determining whether
expenditures are allowable, the Re-
gional Administrator may conduct
onsite reviews involving examination-
of State agency accounting and oper-
ational records and discussions with
State officials. (See Subpart D on Fed-
eral reviews and audits.)

§ 228a.222 What happens when a claim is
disallowed.

(a) General. A disallowance Is a find-
ing by the Regional Administrator
that a claim by the State agency for
FFP in expenditures is not properly
chargeable to the program. Because of
statutory penalties and limitations,
the Regional Administrator may also
disallow expenditures for claims which
are otherwise properly chargeable to
the program.

(b) How State agency is notified. If
any portion of the amount claimed on
a quarterly statement of expenditures
is disallowed, the Regional Adminis-
trator sends a letter to the State
agency which will:

(1) Includes pertinent information
on the amounts, dates, and reasons for
the disallowance;

(2) Indicate that the State agency
may request reconsideration of the
disallowance by the Departmental
Grant Appeals Board under 45 CFR
16; and

(3) Indicate that the State agency
may request a discussion of the disal-
lowance with the Assistant Secretary,
HDS, prior to its request for reconsid-
eration by the Departmental Grant
Appeals Board.

§ 228a.223 How to appeal disallowance of
a claim.

(a) A State agency shall, within 45
days from the date of the Regional
Administrator's notice of disallowance,
send either a request for discussion of
this disallowance to the Assistant Sec-
retary, HDS, or a request for reconsid-
eration to the Executive Secretary,
Departmental Grant Appeals Board.
(As authorized at 45 CFR 16.6(a), HDS
is extending the 30-day time period to
45 days for the Initial request for dis-
cussion or reconsideration.)

(b) If the State agency wishes to re-
quest a reconsideration by the Depart-
mental Grant Appeals Board following
the discussion with the Assistant Sec-
retary, it shall file the request within
30 days of the date of a letter from the
Assistant Secretary to the State
agency confirming the understandings
reached in the discussion.

DEFERRAL OF CLAniLs PAYIENT

§ 228a.230 What deferral Is.
As used in this subpart C, "deferral"

refers to the suspension of the deci-
sion on the allowability of a claim for
FFP pending the inspection of and
analysis of further information.

§ 228a.231 How deferral occurs.
(a) Basis for deferral. The Regional

Administrator may defer inclusion of a
claim in the computation of a grant
award (see §228a.210) if the claim Is of
questionable allowability.

(b) Notice to State agency. The Re-
gional Administrator takes deferral
action within 60 days after receiving
an acceptable quarterly statement of
expenditures. Within 15 days of the
deferral action, the Regional Adminis-
trator sends the State agency written
notification Identifying the type and
amount of the claim and the reason
for deferral. The notice will also re-
quest the State agency to make availa-
ble for inspection in a prescribed
manner all materials which the Re-
gional Administrator considers neces-
sary to determine the allowability of
the claim.

(c) How State agency responds.
Within 60 days of the RPD's notice of
deferral, the State agency shall make
any requested materials available to
the regional office in readily reviewa-
ble form. If the State agency requires
additional time to make materials
available, the Regional Administrator
will give, upon request, an additional
period of no more than 60 days.

§ 228a.232 How decision is made on a de-
ferred claim.

(a) Review of State agency materials.
The Regional Administrator will
review all materials furnished under
§ 228a.231 and, within 30 days of their
receipt, notify the State agency if they
are not readily reviewable or need sup-
porting information. The State agency
has 15 days from date of this notifica-
tion to make available revised or addi-
tional materials. If the State -agency
does not make the required materials
available, the Regional Administrator
will promptly disallow the claim.

(b) How action is taken on a de-
ferred claim. After the State agency
has made all required material availa-
ble in acceptable form, the Regional
Administrator will allow or disallow a
deferred claim and notify the State
agency in writing of the decision. If
the Regional Administrator does not
notify the State agency within 120
days of the time the required materi-
als became available, APS will include
the claim in a grant award, subject to
a later determination of allowability.

(c) If the deferred claim is disal-
lowed, the Regional Administrator ad-
vises the State agency of its right to a
reconsideration.

(d) A decision to pay a deferred
claim shall not preclude a subsequent
disallowance resulting from an audit
exception or financial management
review. If a subsequent disallowance
occurs, the State agency may request a
reconsideration under 45 CFR Part 16.

INSTALLMENT REPAYME or OF FEDERAL

§ 228a.240 General.
(a) When Federal funds must be

repaid. When a claim has been reim-
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bursed and is later determined to be
unallowable, the State must repay the
unallowable amount.

(b) When the State may repay in in-
stallments. A State may repay in in-
stallments if:

(1) The total amount to be repaid
exceeds 2 2 percent of the State's
share of annual social services expend-
itures under the program in which the
unallowable expenditures occurred;
and

(2) Before repayment is otherwise
due, the State notifies the regional
program director in writing of its in-
tention to repay in installments.

(M) Exclusion of other installment re-
payments. For purposes of § 228a.240-
§ 228a.243, the amount of a repayment
does not include any amount previous-
ly approved for installment repay-
ment.
§228a.241 How to set the repayment

schedule.
(a) How many quarters the repay-

ment may cover. In order to determine
the number of quarters over which re-
payment may be spread, the State
computes this repayment as a percent-
age of the State agency's share of
annual expenditures under the pro-
gram in which the unallowable ex-
penditures occurred. Using that per-
centage, the maximum number of cal-
endar quarters over which a State may
spread repayment is:

Total repayment amount as Number of
percentage of State agency's quarters to

share of annual expenditures make
for the specific program repayment

2.5 or less .................... 1
Greater than 2.5. but not greater than 5....... 2
Greater than 5. but not greater than 7.5 . 3,
Greater than 7.5. but not greater than 10 ...... 4
Greater than 10. but not greater than 15 .... 5
Greater than 15. but not greater than 20 ... 6
Greater than 20, but not greater than 25 ....... 7
Greater than 25, but not greater than 30 ....... 8
Greater than 30, but not greater than 47.5.... 9
Greater than 47.5. but not greater than 65 .... 10
Greater than 65, but not greater than 82.5.... 11
Greater than 82.5, but not greater than 100.. 12
Greater than 100 ................................................. 13+

(b) How much must be repaid in an
installment.

(1) Except for the final repayment,
the amount due for each quarter in a
repayment schedule shall not be less
than the following percentages of the
State agency's share of annual ex-
penditures for the program in which
the unallowable expenditures oc-
curred:

For each of the following Repayment
quarters amount may

not be less
than these

percentages

I to 4 ........................................ 2.5
5 to s ..................................................................... 5.0
9 plus ................... 17.5

(2) If the State pays higher percent-
ages during the early quarters of its
repayment schedule, it applies any
corresponding reduction in the mini-
mum percentages first to the last re-
payment scheduled, then to the next
to last, and so on.

§ 228a.242 How to determine the State
agency's share of expenditures.

(a) General. A State agency's share
of annual expenditures under a pro-
gram in which unallowable expendi-
tures occurred is based on its most
recent State agency quarterly state-
ment of financial plan. The State
agency's share is the sum of its shares
for four quarters, beginning with the
quarter in which the first repayment
is due.

(b) Exception. If the program in
which the unallowable expenditures
occurred has been terminated, the
State agency's share is based on its
quarterly statements of expenditures
for that program. The State agency's
share is the sum of its shares of al-
lowable actual expenditures for the
last four quarters preceding the date
on which the program was terminated.

§ 228a.243 How to make payments.

(a) General. APS deducts the repay-
ment amount from each quarterly
grant award, in accordance with the
repayment schedule.

(b) Retroactive claims. If APS has
allowed a State's retroactive-claim for
FFP, APS affects the amount of that
claim' against any amounts to be
repaid by the State in installments
under the same social services pro-
gram of the act. (For purposes of this
section, a retroactive claim is one ap-
plicable to any period ending 12
months or more prior to the beginning
of the quarter in which Federal funds
are to be paid.) Under tljis provision, a
State may:

(1) Suspend repayments until the
retroactive claim has been offset; or

(2) Continue repayments until the
reduced amount of its debt (remaining
after the offset) has been paid in full.

(M) When interest is charged on re-
payments. APS will not charge inter-
est on repayments unless required by
court order.

Subpart D-Federal Program and Financial
Review and Audits

FEDERAL REVIEWS AND AUDITS IN
GENERAL

§ 228a.300 What Federal reviews and
audits are.

(a) Reviews, As used in this subpart
D. a Federal review Is any type of
review necessary to determine wheth.
er a State plan Is still approvable, and
whether State agency operations and
claims for FFP are proper under Fed-
eral requirements, the approved State
plan, and additionally for title XX,
the final services plan. A review may
cover any aspect of a social services
program.

(b) Audits. As used In this subpart D,
an audit Is any type of audit necessary
to determine whether State agency op-
erations and claims for 17P aro
proper under Federal requirements,
the approved State plan, and addition-
ally for title XX, the final services
plan. An audit may cover any aspect of
a social services program. The term
"audit" includes, but is not limited to.
audits by the General Accounting
Office and the HEIW Audit Agency.

§228a301 Types and effects of reviews
and audits.

(a) Types The types of Federal re-
views and audits most often conducted
are,

(1) Program and financial reviews as
described in § 228a.305-§ 228a.306; and

(2) HEW Audit Agency audits as de-
scribed in § 228a.310.

(b) Effects. Any review or audit may
result in a disallowance or in formal
compliance or conformity action.

PROGRAM AND FIANCIAL REVxVS

§ 228a.305 Program and financial reviews
in general.

(a) Responsibility for review. The
Regional Administrator will conduct
program and financial reviews at
whatever times he or she considers ap.
propriate. In doing so, the Regional
Administrator may make use of any
procedures (including onsite review) or
specialized assistance needed.

(b) Purpose of review. The purpose
of a program or financial review is to
determine the nature and scope of a
State's social services programs in re.
lation to Federal and State plan re-
quirements, and additionally for title
XX, the final services plan. Program
and financial reviews include:

(1) Determining the allowability of
claims;

(2) Evaluating a program's quality
and the State agency's need for tech-

cnical assistance;
(3) Determining whether a State

plan conforms with Federal require-
ments. (A question of conformity may
arise when a State agency fails to
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submit an approvable plan amend-
ment to implement a new Federal re-
quirement; when previously approved
plan material no longer meets Federal
requirements; or when plan material
has been approved in error); and

(4) Determining whether the State's
operating practices are in substantial
compliance with the approved State
plan and with Federal requirements.

(c) Review indings. APS will make
all review findings available in writing
to the State agency so that itcan cor-
rect any unacceptable policy or prac-
tice. If a review results in disallowance
of a claim, the procedures in
§ 228a.222-§ 228a.224 will apply.

§ 228a.306 Issues of compliance or con-
formity after review.

(a) Regional Administrator tries to
resolve. If the Regional Administrator
believes there is a.compliance or con-
formity issue, he or she will try to
obtain needed changes in the State
agency's operating practice or the
State plan.

(b) Issues not resolved. If the State
agency does not make the changes
necessary to bring about compliance
or conformity:

(1) The Regional Administrator,
with concurrence of the Commission-
er, APS, will notify the State agency
in writing that there is an issue of
compliance or conformity and advise it
of its opportunity for a.hearing under
Subpart E.

(2) If the State agency does not avail
itself of the opportunity for a hearing
within the time allowed by § 228a.405,
the Assistant Secretary will notify the
State agency by letter whether APS
will withhold further Federal pay-
ments for all of the program, for speci-
fied portions of it, or reduce the rate
of FFP (See subparagraph (c) for de-
tails).

(c) Consequences of noncompliance
or nonconformity: (1) Noncompliance
or nonconformity by a State under
title XX. The provisions of 45 CFR
228.19 set forth the consequences of a
final decision that a State with an ap-.
proved title XX State plan is in non-
compliance or nonconformity.

(2) Noncompliance or nonconformity
by a Territory. After a final decision
that a Territory is in noncompliance
or nonconformity, the following provi-
sions apply:

S(i) The Assistant -Secretary may
withhold further paymaents for ex-
penditures for social services until sat-
isfied that the, State agency has cor-
rected the deficiency that was the sub-
ject of the finding.

(ii) The Assistant Secretary may
limit payments to the-State agency to
parts of the plan not affected by the
deficiency.

(iii) Under titles I, X, XIV, or XVI of
the Act, the Assistant Secretary may

reduce FFP in approved costs of social
services, administration, and training
from 75 percent to 50 percent if he or
she finds that a plan provision for self-
care services does not comply with
Federal requirements (tinder 45 CFR
222, subparts A and B) for such ser-
vices, or that in the administration of
the plan, there is a failure to comply
substantially with the plan provisions
for those services.

HEW AuDnr AcGEcY Rsvrsws Anw
Aunrrs

§ 228a.310 What an HEW Audit Agency
review is.

The HEW Audit Agency (Audit
Agency) in the HEW Inspector Gener-
al's Office conducts both routine and
special reviews and audits. These are
to assure that Federal funds are being
spent properly and prudently.

§ 228a.311 Audit Agency's reports.
Upon completion of an audit, the

Audit Agency releases Its final report
The report contains the Audit Agen-
cy's findings on the practices reviewed
and the allowability of expenditures
audited.

§ 228a.312 Action after Audit Agency-
report.

When the Audit Agency questions a
claim, the Regional Administrator de-
cides whether to disallow or allow FFP
and notifies the State agency adcord-
ingly. When the Audit Agency finds
problems of compliance, the Regional
Administrator, with the concurrence
of the Commissioner, APS, decides
whether to take formal compliance
action and notifies the State agency
accordingly.

Subpart E-Hearng Procedures for State
Agendes

§ 228a.400 Scope.
(a) General. The Act requires that a

State agency be given an opportunity
for hearings on certain matters. Hear-
ing procedures described in this sub-
part E appply to:

(1) Reconsideration of a disapproved
State plan or plan amendment which
is treated as a new plan; and

(2) Notification of formal compli-
ance or conformity action.

(b) Negotations. Nothing in this sub-
part E limits negotiations between the
Department and the State. The rules
in this subpart do not apply to negoti-
ations. -

§ 228a.401 Preliminary matters.
(a) How to get records. All papers

filed in connection with a hearing are
available for inspection and copying in
the office of the HDS hearing clerk.
Individuals should direct inquiries to

the Central Information Center, De-
partment of Health, Education, and
Welfare, 200 Independence Avenue
SW., Washington, D.C. 20201.

(b) How to file and serve papers: (1)
Anyone who wishes to submit papers
for the docket shall file with the HDS
hearing clerk an original 'and two
copies (but only originals of exhibits
and testimony transcripts).

(2) Anyone who wishes papers to be
part of the record shall also serve
copies on all parties by personal deliv-
cry or by mail. Service on a party's
designated attorney is the same as
service on the party.

(c) When rules are suspended. The
Assistant Secretary or the presiding
officer, after notifying all parties, may
modify or waive any rule in sections
228a401-421 if he or she decides that
the action is equitable and will not
unduly predudice the rights of any
part.

ARRAz;GELINTs FOR HEAR G

§ 228a405 How to request hearing.
A State agency has 60 days from re-

ceipt of written notice of plan disap-
proval or intended compliance or con-
formity action to request a formal
hearing. The State agency makes its
request in writing to the Assistant Sec-
retary, with a copy to the regional pro-
gram director.

§ 228aA06 How request is acknowledged.
(a) Notice of hearing. Within 30 days

of receiving a hearing request, the As-
sistant Secretary will notify the State
agency in writing of the date, time,
and place of the hearing and of the
Issues to be considered. The Assistant
Secretary will also publish the hearing
notice in the FlnmRx. REisrR.

(b) When the hearing must be set.
The date set for a hearing will be at
least 20, but no more than 60 days
from the date the State agency re-
ceives the hearing notice. However,
the State agency and the Assistant
Secretary may agree in writing to a
different date.

§ 228a407 What the hearing issues are.
(a) General. The issues at a hearing

are those included in the notice to the
State agency described in § 228a.406.

(b) How the Assistant Secretary may
add issues. At least-20 days before a
scheduled hearing, the Assistant Sec-
retary will notify the State agency by
letter of any additional issues to be
considered. The Assistant Secretary
will also publish this notice in the FED-
ERAL REGiSTE%. If the State agency
does not receive its notice in the re-
quired time, any party may request
the Assistant Secretary to postpone
the hearing. If a request is made, the
Assistant Secretary will set a new
hearing date which is at least 20, but
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not more than 60 days from the date
the State agency receives -the hearing
notice.

(c) How actions by the State may
cause the Assisant Secretary to add,
modify, or remove issues. The Assist-
ant Secretary may add, modify or
remove issues if, for example, the
State agency:

(1) Changes its practices to comply
with Federal requirements and its
State plan; or

(2) Conforms its State plan to Feder-
al requirements and pertinent court
decisions.

(d) What happens when State action
causes the Assistant Secretary to add,
modify, or remove issues:

(1) If the Assistant Secretary speci-
fies new or modified issues, the hear-
ing will proceed on these issues.

(2) (i) If the Assistant Secretary re-
moves an issue, the hearing will pro-
ceed on the remaining issues. If the
Assistant Secretary removes all the
issues, he or she will terminate the
.hearing proceedings. The Assistant
Secretary may terminate hearing pro-

ceedings or remove issues before,
during, or after the hearing.

(ii) Before removing any issue, the
Assistant Secretary will notify all par-
ties other than the Department and
the State. This notice contains the
reasons for removing the issue. Within
20 days of the date of this notice, the
parties may submit comments in writ-
ing on the merits of the proposed re-
moval. (The Assistant Secretary will
consider these comments and they
become a part of the record.)

§ 228a.408 What the purpose of a hearing
is.

The purpose of the hearing is to re-
ceive factual evidence and testimony,
including expert opinion testimony,
related to the issues. The presiding of-
ficer will not allow argument as evi-
dence. However, he or she may allow
argument in statements, memoranda,
or briefs.

§ 228a.409 Who presides.
The presiding office at a hearing is

the Assistant Secretary or a person he
or she appoints. If the Assistant Secre-
tary appoints a presiding officer, the
Assistant Secretary will send copies of
the appointment notice to all parties.

§ 228a.410 How to be a party or amicus
curiae to a hearing.

(a) HEW and State agency. HEW
and the State agency are parties to a
hearing without having to request par-
ticipation.

(b) Other parties or amici curiae.
Any individual or group wishing to be
a party or amicus curiae to a hearing
shall file a petition with the HDS,
hearing clerk no more than 15 days
following publication of the hearing

notice in the FEDERAL REGIsTER. A peti-
tioner who wishes to be a party shall
also provide a copy of the petition to
each party of record at that time.

(c) What must be in a petition. The
petition must state concisely: (1) The
petitioner's interest in the proceed-
ings; (2) Who will appear for-the peti-
tioner; (3) The issue on which the peti-
tioner wishes to participate; and (4)
Whether the petitioner intends to
present witnesses if the petitioner
wishes to be a party.

(d) What happens to a petition: (1)
The presiding officer will determine
promptly whether each petitioner has
the necessary interest in the proceed-
ings and permit or deny the petition
accordingly and in writing. Before
making this determination, the presid-
ing officer will allow any party to file
comments on the petition to be a
party. If the presiding officer denies
th petition, he or she will state the
reasons. Any party wishing to file com-
ments must do so within 5 days of re-
ceiving the petition.

(2) The presidingofficer may decide
that individuals or groups who have
become parties on petition have
common interests. The presiding offi-
cer may then request that they desig-
nate a single representative, or may
recognize one or more of these parties
to represent them, all.

(e) What rights parties have. Any
party may: (1) Appear by counsel or
other authorized representative in all
hearing proceedings;

(2) Participate in any prehearing
conference held by the presiding offi-
cer;

(3) Stipulate facts which, if uncon-
tested by other parties, will become
part of the record;

(4) Making opening statements;
(5) Present relevant evidence;
(6) Present witnesses who must be

available for cross-examination by all
other-parties;

(7) Present oral arguments at the
hearing; and

(8) Submit written briefs, proposed
findings of fact, and proposed conclu-
sions of law, after the hearing.

(f) What rights amici curiae have.
Any amicus curiae may: (1) Present an
oral statement at the hearing at the
point.in the proceedings specified by
the presiding officer;

(2) Submit a written statement of
position to the presiding officer before
the hearing begins; and 1

(3) Submit a brief or written state-
ment at the same time as the parties
submit briefs.

If an amicus curiae submits a writ-
ten statement or brief, he or she shall
serve a copy on each party.

COnDUcT o HEARNG

§ 228a.415 Authority of presiding officer.
(a) General It Is the duty of the pre-

siding officer to conduct a fair hear-
ing, avoid delay, maintain order, and
make a record of the proceedings. He
or she has authority to carry out these
duties. This includes: (1) Regulate the
course of the hearing;

(2) Regulate the participation and
conduct of parties, amidi curiae, and
others at the hearings;

(3) Rule on procedural matters and,
if necessary, issue protective orders or
other relief to a party against whom
discovery is sought;

(4) Take any action authorized by
the rules in this subpart or in confor-
muance with 5 U.S.C. 551-559;

(5) Make a final decision, If the As-
sistant Secretary Is the presiding offi-
cer;

(6) Administer oaths and affirma-
tions;

(7) Examine witnesses; and
(8) Receive or exclude evidence or

rule on or limit evidence or discovery.
(b) What the presiding officer cannot

do. The presiding officer does not have
the authority to compel by subpoena
the production of witnesses, papers, or
other evidence.

(c) When the presiding officer's au-
thority is limited. If the presiding offi.
cer is not the Assistant Secretary, ho
or she does not have the authority to:
(1) Make a final decision but shall cer-
tify the entire record to the Assistant
Secretary including recommended
findings and decisions; or

(2) Recommend reduction or with-
holding of FFP in matters of compli.
ance or conformity.

§ 228a.416 Discovery.
Any party has the right to conduct

discovery against other parties. These
discovery proceedings are subject to
Rules 26-37, Federal Rules of Civil
Procedure. The presiding officer shall
promptly rule on any written objec-
tion to discovery and may restrict or
pontrol discovery so as to prevent
undue delay in the hearing. If any
party fails to respond to discovery pro-
cedures, the presiding officer may
Issue any order and Impose any sanc-
tions (other than contempt orders) au-
thorized by rule 37 of the Federal
Rules of Civil Procedure.

§ 228a.417 How evidence is handled.
(a) Testimony. Witnesses, under

oath or affirmation, give oral testimo-
ny at a hearing. All witnesses must be
available at the hearing for cross-ex-
amination.

(b) Rules of evidence. Technical
rules of evidence do not apply to hear-
ings described In this subpart E. The
presiding officer applies whatever
rules or principles are necessary to
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assure disclosure of the most credible
evidence available and to subject testi-
mony to cross-examination. Cross-ex-
amination may be on any material
matter regardless of the scope of
direct examination.

§ 228a.418 What happens to unsponsored
written material.

Letters and other written material
regarding matters at issue, when not
submitted specifically on behalf of one
of the parties, become part of the cor-
xe~pondence section of the docket.
This material is not part of the evi-
dence or the record.

§ 228a419 What the record 4s.
(a) Official transcript HEW desig-

nates the official reporter for a hear-
ing. -The HDS hearing clerk has the
official transcript of testimony, as well
as any other materials submitted with
the-official transcript. The parties and
the public may obtain transcripts of
testimony from the official reporter at
rates which do not -exceed the maxi-
mum fixed by contract between the re-
porter and HEW. Upon notice to all
parties, the presiding officer may au-
thorize corrections to the transcript
which involve matters of substance.

(b) Record. The record for the hear-
ing decision consists of the transcript
of testimony, exhibits, and all papers
and requests filed in the proceedings
except for the correspondence section
of the docket. The record includes rul-
ings and any decisions.

AFr= THE HEARING

§ 228a420 Posthearing briefs.
The presiding officer shall fix the

time for filing posthearing briefs.
These may contain proposed findings
of fact and conclusions of law. The
presiding officer may permit filing of
reply briefs.

§ 228a.421 Decisions.
(a) When the Assistant Secretary is

presiding officer. If the Assistant Sec-
retary is the presiding officer, he or
she will issue a final decision within 60
days after expiration of the time al-
lowed for filing of posthearing or
reply briefs.

(b) When the Assistant Secretary ap-
points a presiding officer. If the As-
sistant Secretary appoints a presiding
officer. (1) After the time for filing
posthearing or reply briefs has ex-
pired, the presiding officer shall certi-
fy the entire record, including his or
her recommended findings and pro-
posed decision, to the Assistant Secre-
tary.

(2) The Assistant Secretary shall
provide a copy of the recommended
findings and proposed decision to all
parties and any amici curiae. Within
20 days, a party may file with the As-

sistant Secretary; exceptions to the
recommended findings and proposed
decision. The party must file a sup-
porting brief or statement with the ex-
ceptions. *

(3) The. Assistant Secretary will
review the presiding officer's recon-
mended findings and proposed deci-
sion and, within 60 days of receiving
them, Issue a decision. The Assistant
Secretary will provide copies of that
decision to all parties and any amic
curiae.

(c) When the decision involves non-
conformity or noncompliance. When
the Assistant Secretary decides, after
a formal hearing, the nonconformity
or substantial noncompliance exists,
the final decision will state whether
further payments to the State will be
withheld entirely, will be limited to
categories not affected by the decision.
or whether the rate of FFP will be re-
duced. (See § 228a.306 for details.)

§ 228a.422 When decision involving non-
conformity or noncompliance becomes
effective.

The Assistant Secretary's decision
will specify the effective date for any
withholding of Federal payments or
reduction of the rate of FFP because
of nonconformity or substantial non-
compliance. This effective date cannot
be earlier than the date of the Assist-
ant Secretary's decision, or later than
the first day of the next calendar
quarter.

(FR Doe. 78-23943 Filed 8-24-78:8:45 am]

[4410-07
Office of Child Support Enforcement

[45 CFR Parts 300,301, and 3041

GENERAL POUCIES AND PROCEDURES ON
GRANTS TO STATES FOR THE CHILD SUP-
PORT ENFORCEMENT PROGRAM

AGENCY: Office of Child Support En-
forcement (OCSE), HEW.
ACTION: Notice of proposed rulemak-
ing.
SUMMARY: These proposed regula-
tions clarify and reorganize Into a
single part existing procedural rules
on administration of grants to States
for the child support enforcement pro-
gram. They also further define exist-
ing policies on appeal procedures for
State agencies. Comparable regula-
tions, appearing in part V of this Issue
are proposed for the medical assist-
ance, social services, and financial as-
sistance programs.

DATE: Comments must be received by
October 24, 1978.
ADDRESSES: Address cdmments to
Director, Office of Child Support En-
forcement, Department of Health.
Education, and Welfare, P.O. Box

23526, Washington, D.C. 20024. Com-
ments will be available for public in-'
spection in Room 2323 of the Depart-
ment's offices at 330 C Street SW.,
Washington, D.C. 20201.
FOR FURTHER INFORMATION
CONTACT.

Mr. John M. Sacchetti, Policy
Branch, OCSE, telephone 202-472-
4510.

SUPPLEMENTARY INFORMATION:
General program description title IV-
D of the Social Security Act autho-
rizes Federal/State sharing of the
costs of providing child support en-
forcement services to families eligible
for the aid to families with dependent
children program and to any other in-
dividuals who apply for these services.
Federal reimbursement is available for
child support enforcement services
provided under a State's approved title
IV-D State plan. These proposed regu-
lations contain policies and procedures
for the approval and disapproval of
State plans and plan amendments, for
deferring, allowing and disallowing
State expenditures, for program and
financial reviews by Federal officials,
and for appeal of adverse decisions.

REASois Fo Rxvxsra REGULATIONS

When the original child support en-
forcement regulations were adopted
on June 26, 1975, they inchfided sepa-
rate provisions (part 301) for State
plan approval and grant procedures.
Subsequently, on February 17, 1976, in
an amendment to the regulations
(§ 304.29) OCSE incorporated by refer-
ence the disallowance, deferral, and
reconsideration of claims provisions
contained in 45 CFR Chapter II
(§ 201.14 and 201.15) which were ap-
plicable to the programs administered
by the Social and Rehabilitation Serv-
Ice (SRS). Under the HEW reorganiza-
tion order of March 8, 1977, SRS was
disbanded and responsibility for its
various programs was divided among
several HEW agencies. This reorgani-
zation necessitates OCSE adopting its
own complete set of administrative
regulations. In addition, this proposal
is in furtherance of the Secretary's
"Operation Common Sense" directive
on writing HEW regulations in clear,
simple language. This proposed rule
combines procedures now contained in
parts 301, 302, and by reference 201
into a single part 300 which would
apply only to the child support en-
forcement program. Additional con-
tent and format changes are described
below.

PRoPoszD REGuLAmON FORMAT

Under this proposal, procedures for
administering grants to States for
child support enforcement programs
will all be in a new part 300. Regula-
tions or procedures for administering
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grants to States for financial assist-
ance, social services, and medical as-
sistance are also proposed in similar
formats, each in a single part.

PROPOSED CONTENT CHANGES

1. Definitions. The definitions sec-
tion has been expanded to cover more
terms commonly used throughout this
and other parts of chapter III.

2. Authority to approve or disap-
prove a State plan or amendment. Au-
thority to approve and disapprove
State plans and amendments is vested
in the regional representative. He will,
however, consult with the Deputy Di-
rector before issuing a disapproval
notice. Under prior regulations, the re-
gional representative could approve
plans but disapproval was reserved to
the Director of OCSE after consulta-
tion with the Secretary. The proposed
policy places responsibility for both
positive and negative 'actions on a
single organizational level; i.e., the
region. At the same time, we believe it
continues to protect States by xetain-
ing a requirement for consultation at
the national level to assure uniformity
in such decisions.

3. Partial approval of plans and
amendments. A new provision reflects
the existing practice of approving cer-
tain parts of a new plan or plan
amendment even though other parts
are disapproved. We believe this proce-
dure can expedite incorporation of ap-
provable provisions into State plans
and, in some cases, result in earlier
availability of Federal funds.

4. Decisions on plan amendments
not treated as new plans. The regula-
tion clarify and modify procedures for
approval of plan amendments not
treated as new plans. A decision to ap-
prove or disapprove will be made
within 90 days of receipt in the region-
al office as if the amendment were a
new plan. In cases of disapproval, a
new provision assures the State of the
right to a reconsideration by the Di-
rector or his designee. The new recon-
sideration process for these amend-
ments is simpler and can produce deci-
sions more promptly.

5. Establishing the submittal date of
a plan or amendment A new section
explains how to determine the submit-
tal date of a proposed State plan or
amendment. This is important to
States for purposes of claiming Feder-
al funds once the plan or amendment
has been approved, and is not specified
by existing regulations.

6. Authority to allow or disallow a
State claim for payment. These
amendments reflect redelegations of
secretarial authority to permit the re-
gional representative to allow and dis-
allow State claims for Federal reim-
bursement. This arrangement and
that in item 3 above give States a
single focus for fiscal decisions. The

PROPOSED RULES

regional representative also continues
to have the authority to defer pay-
ment decisions in certain situations.

7. Reconsideration of disallowances.
'These regulations incorporate by ref-
erencb new procedures for reconsider-
ation of disallowances of State claims
for Federal reimbursement. The new
procedures contained in 45 CFR Part
16, Subpart C, and published on
March 6, 1978, give final decision au-
thority to the Departmental Grant
Appeals Board rather than to the pro-
gram administrators as provided in ex-
isting regulations. The regulations
would also allow 45 days, rather than
the present 30, for a State to request
reconsideration of a-disallowance.

REQUEST FOR PUBLIC COLMENT

We invite comments on these regula-
tions,' particularly in the following
areas:

1. Usefulness of having regulations
for a specific program in a single chap-
ter of the CFR, versus "joint" regula-
tions governing the child support en-
forcement, medicaid, financial assist-
ance, and social services program.

2. The Usefulness of regulations
versus other methods such as action
transmittals for disseminating proce-
dures on administering grants to
States for the child support enforce-
ment program.

3. Effectiveness of proposed revision
of regulations affecting several pro-
grams whose rules have previously
been intermingled. (See proposed rules
from the Social Security Administra-
tion, the Health Care Financing Ad-
ministration, and the Assistant Secre-
tary for Human Development Ser-
vices.)

The proposed regulations are to be
issued under the authority of section
1102 of the Social Security Act; 45
Stat. 647; 42 U.S.C. 1302.

(Catalog of Federal Domestic Assistance
Program No. 13.679, Child Support Enforce-
ment Program.)

Dated: July 20, 1978.
DON WORTMAN,

Acting Director, Office of
Child Support Enforcement.

Approved: August 19, 1978.

HALE CHAMPION,
Acting Secretary of Health,

Education, and Welfare.

It is proposed that chapter III of
title 45 of the Code of Federal Regula-
tions be amended by revoking part 301
and § 304.29 and § 304.40 of part 304
and republishing these provisions in a
new part 300, to read as follows:

PART 300-GENERAL POLICIES AND PROCE-
DURES ON GRANTS TO STATES FOR THE
CHILD SUPPORT ENFORCEMENT PROGRAM

Subpart A-Inrodudon

Sec.
300.0 Scope.
300.1 Definition.

Subpart E-Stalo Plans and Plan Amendments

STATE PLANS AND PLAN AMENDMItJTS IN
GENERAL

300.100 What a State plan Is.
300.101 When to amend a State plan.

SUBMISSION OF PROPOSED STATE PLANS AND
PLAN AMIENDr.IENTS

300.110 How to submit a proposed
State plan or plan amendment,

300.111 How submittal date Is determined.

APPROVAL AND DISAPPROVAL OF PROPOSED
STATE PLANS AND PLAN AzIaMI)ENTS

300.120 Who can approve or disapprove.
300.121 Partial or total approval.
300.122 What the decision deadline 13,
300.123 Effective dates and FFP under an

approved State plan or plan amend.
ment.

300.124 How State is notified.

REcONSIDERATION OF DISAPPROVED STATE
PLANS AND PLAN AMENDMENTS

300.130 What reconsideration procedures
apply.

300.131 What happens to FFP pending
outcome of reconsideration.

300.132 Prehearing procedures for recon.
sideration of disapproved new plan ma.
terial.

300.133 Procedures for reconsideration or
disapproved plan amendments not treat-
ed as a new plan.

Subpart C-Awards and Payments to Stato

AWARDS AND PAYMENTS IN GENEIAL

300.200 When FFP can be claimed.
300.201 What the IV-D agency Is responsi.

ble for.
300.202 Administration of grants.

SuBmissIoN or CLAIMS

300.210 How grant awards are issued and
paid.

300.211 How estimates are made.
300.212 How expenditures are claimed.

ALLOWANCE AND DISALLOWANCE OF CLAIMS
300.220 Who can allow or disallow.
300.221 How a decision Is made on a claim.
300.222 What happens when a claim is dis.

allowed.
300.223 How to appeal disallowance of it

claim.

DEFERRAL OF CLAIMS

300.230 What deferral Is.
300.231 How deferral occurs.
300.232 How decision Is made on a deferred

I claim.

INSTALLMENT REPAYMENT Or FEDERAL FUNDS

300.240 General.
300.241 How to set the repayment sehcd

ule.
300.242 How to determine the IV-D agen

cy's share of expenditures.
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300.243 How to make repayment.

Subpart D-Reserved

Subpart E-Hearing Procedures for IV-D Agendes

300.400 Scope.
300.401 .. General rules.

AnRANGEM=S FOR HEARING

300.405- How a IV-D agencyis notified of a
hearing.

300.406 Notice of hearing.
300.407 What the hearing issues are.
300.408 What the purpose of a hearing is.
300.409 Who presides.
300.410 How to be a party or amicus curiae

to a hearing.

CONDUCT OF HEARING
300.415 Authority of presiding officer.
300.416 Discovery.
300.417 How evidence is handled.
300.418 What. happens to unsponsored

written materials.
300.419 -What the record is.

ArER T E HEARING
300.420 -Posthearing briefs.
300.421 Decisions.
300.422 When decision becomes effective.

AuTHoaxrr Sec. 1102, 49 Stat. 647; 42
U.S.C. 1302; unless otherwise indicated.

Subpart A-ntroduction

§300.0 Scope.

This part 300 contains rules on
grants to States under title IV-D of
the Social Security Act. This title au-
thorizes Federal/State sharing of the
costs of providing child support en-
forcement services to families eligible
for the aid to families with dependent
children program and to any other in-
dividuals applying for these services in
the '50 States, the District of Colum-
bia, Guam, Puerto Rico. the Virgin Is-
lands, and the Northern Mariana Is-
lands (90 Stat 277). This part is divid-
ed into five subparts as follows:
I _a) Subpart A contains a description
of the child support enforcement pro-
gram under part D -of title IV of, the
Act. It includes general definitions re-
lated to this program.

(b) Subpart B describes State plans
for the child support enforcement pro-
gram. It tells when a plan must be
amended and how a new State plan or
plan amendment is submitted, pro-
cessed, and appealed when it is disap-
proved.

(c) Subpart C contains rules for com-
puting and authorizing payment of
Federal grants. This includes rules on
when State claims for Federal funds
may be deferred or disallowed and
how disallowances may be appealed. -
(d) Subpart D describes the types of

reviews conducted by Federal officials.
(e) Subpart E describes hearing pro-

cedures available to State-agencies.

PROPOSED RULES

§ 300.1 Definitions.
As used in this part:
"Act" means the Social Security Act

and titles referred to are titles of that
Act.

"AFDC" means a program of aid to
families with dependent children
under part A of -title IV.

"Approvable State plan or plan
amendment" means a proposed plan
or amendment which meets all appli-
cable Federal requirements.

"Central office" means the central
office of the Office of Child Support
Enforcement.

"Department" or 'EW" means the
Department of Health, Education, and
Welfare.

"Director" and "Deputy Director"
means the Director and Deputy Direc-
tor. Office of Child Support Enforce-
ment. The Director is the Secretary's
designee to administer the child sup-
port enforcement program under part
D of title IV.

"FFP" or "Federal financial partici-
pation" means the Federal Govern-
ment's share of expenditures made by
a State under the child support en-
forcement program.

'Federal PLS" means the Parent Lo-
cator Service operated by the Office of
Child' Support Enforcement pursuant
to section 452(a)(9) of the Act.

"Federal requirements" means Fed-
eral statutes, regulations, and Instruc-
tions.

"IV-D agency" means the -single and
separate organizational unit in the
State that has the responsibility for
administering or supervising the ad-
ministration of the State's approved
title IV-D State plan.

"IV-D program" means the State's
child support enforcement program
under title IV-D.

"Office" or "OCSE" means the
Office of Child Support Enforcement,
which is the separate organizational
unit within the Department with the
responsibility for administering the
child support enforcement program
under title IV-D.

"New State plan" means a plan
which, if approved, would establish a
federally aided program under part D
of title IV of the Act where none exist-
ed before.

"Plan" or "State plan" means a com-
prehensive written commitment by a
IV-D agency to administer, or super-
vise the administration of. title IV-D.
This does not Include a cost allocation
plan as described In 45 CFR 302.16.

"Plan amendment" or "amendment"
means an amendment to an approved
State plan under title IV-D.

"Regional office" means one of the
regional offices of OCSE.

"Regional representative" means a
regional representative of OCSE.

"Secretary" means the Secretary of
Health, Education, and Welfare.
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"State" means a political jurisdiction
which is eligible to submit a child sup-
port enforcement State plan to HEW
for approval. It includes the District of
Columbia, Guam, Puerto Rico, the
Virgin Islands. and the Northern Mar-
ana Islands.

"State PLS" means the service es-
tablished by the IV-D agency pursu-
ant to section 454(8) of the Act to
locate absent parents.

Subpart B-State Plans and Plan Amendments

STATE PLANS AND PLAN AxEiqDz=Ts IN
GEN FA

§ 300.100 What a State plan is.
(a) A State plan is a detailed descrip-

tion of the nature and scope of a
State's child support enforcement pro-
gram. It commits a IV-D agency to ad-
ministering the program in accordance
with Federal requirements. Only
proper program expenditures, 'which
are made under an approved plan, are
eligible for Federal financial participa-
tion. The IV-D agency must keep its
approved plan current.

(b) OCSE will not consider materials
submitted by a IV-D agency as State
plan material unless they are submit-
ted as part of a State plan or plan
amendment and approved by the re-
gional representative- The IV-D
agency will also submit copies of cur-
rent State operating manuals and
other program materials to the region-
al representative, as requestecL

§300.101 When to amend a State plan
(a) A IV-D agency must amend its

plan whenever.
(1) A new or amended Federal law or

regulation requires a new provision or
conflicts with an existing plan provi-
sion: or

(2) A U.S. Suprene Court decision
changes the interpretation of a law or
regulation; or

(3) State law, organization, policy, or
IV-D agency operation undergoes a
significant change.

(b) When a provision is automatical-
ly nullt.ed. When a Federal statute or
a U.S. Supreme Court decision invali-,
dates or changes the interpretation of
a plan provision, it also, on its effec-
tive date, automatically nullifies any
conflicting provisions of an approved
State plan. (See 45 CFR 302.13.)

SUBMISSION OF PaorosED SrA PLANS
AND PLAN ALIEND.rTs

§300310 low to Submit a proposed State
plan or plan amendment.

(a) General. A IV-D agency must
submit a proposed State plan or plan
amendment to the regional represent-
ative, in accordance with OCSE
Instructions concerning format, con-
tent, time limits, transmittal forms,
and procedures.
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(b) How plan amendments may be
treated. At the time of submittal, a IV-
D agency may ask to have a proposed
plan amendment treated as a new
State plan.

(1) If such a request is made and the
amendment is disapproved, the IV-D
agency has a right to a hearing as de-
scribed In § 300.132 and subpart E.

(2) If a proposed plan amendment is
not treated as a new State plan and
the amendment is disapproved, the
IV-D agency may request a reconsider-
ation ad described in § 300.133.

(c) Review by Governor. When sub-
mitting a proposed State plan or plan
amendment to the regional represent-
ative, the IV-D agency shall specify
that the Governor or the Governor's
designee:

(1) Was given 45 days to review the
material and that resulting comments,
if any, are Included in the submittal;
or

(2) Did not wish to review the mate-
rial.

,§300.111 How submittal date is deter-
mined.

(a) General The submittal date of a
proposed State plan or plan amend-
ment is the date it is mailed to the re-
gional office, as established by the IV-
D agency (for example, in the form of
a postmark, registered mail date, or af-
fidavit of mailing). If the material is
delivered by hand, the submittal date
is that shown by the regional office
date stamp.

(b) When submittal date changes. If
a proposed State plan or plan amend-
ment is not approvable because it does
not meet a Federal requirement, the
date on which the required change is
mailed or delivered to the regional
office becomes the submittal date.

(c) When submittal date remains un-
changed. If a proposed State plan or
plan amendment is approvable but re-
quires clearer wording, that clarifying
revision retains the date of the origi-
nal submittal.

APPROVAL AND DISAPPROVAL OF
PROPOSED STATE PLANS AND PLAN

-AMENDMEN=s

§ 300.120 Who can approve or disapprove.
The regional representative has the

authority to approve or disapprove a
proposed State plan or plan amend-
ment. Before disapproving, the region-
al representative consults with the
Deputy Director.

§ 300.121 Partial or total approval.
(a) State plan. OCSE approves a pro-

posed State plan only if it meets all
Federal requirements. If any required
provision is unapprovable or is omit-
ted, OCSE will disapprove the entire
plan. However, OCSE may disapprove
sections of a proposed State plan

which relate to optfinal Federal provi-
sions without affecting approval of the
rest of the plan.

(b) Plan amendment. OCSE need
not approve or disapprove a proposed
plan amendment in its entirety, re-
gardless of whether the IV-D agency
asks to have it treated as a new State
plan. OCSE can approve amendments
to specific parts' of a -State plan and
disapprove amendments to other
parts.

§ 300.122 -What the decision deadline is.

(a) General. The regional represent-
ative has 90 days from receipt of a IV-
D agency's submittal to issue a deci-
sion approving or disapproving a pro-
posed State plan or plan amendment.

(b) Extension. The IV-D agency and
the regional representative may agree
in writing to an extension of the 90-
day period.

§ 300.123 Effective dates and FFP under
an approved State plan or plan amend-
ment.

(a) When a plan or amendment af-
fecting FFP becomes effective. An ap-
proved State plan or plan amendment
which affects FFP becomes effective
on the later of the following dates:

(1) The first day of the calendar
quarter in which an approvable plan
or amendment was submitted (see
§ 300.111 for submittal date); or

(2) The first date on which the plan
or plan amendment becomes effective
in the State.

(b) When an amendment not affect-
ing FFP becomes effective. When an
amendment does not affect FFP, it be-
comes effective on the date set by the
IV-D agency.

(c) When claim for FFP can bd sub-
mitted. A IV-D agency may not submit
claims for new or additional expendi-
tures made under a plan or amend-
ment until that plan or amendment
has been approved.

§ 300.124 How State is notified.
Ca) Approval. When the regional rep-

resentative approves a proposed State
plan or plan amendment, he or she no%
tifies the IV-D agency in writing.

(b) Disapproval. When the regional
representative, after consulting with
the Deputy Director, disapproves part
or all of a proposed State plan or plan
amendment, he or she notifies the IV-
D agency in writing. This notice gives
the reason for disapproval aild informs
the IV-D agency that it has 60 days to
request the Director to reconsider the
decision (see § 300.130).

RECONSIDERATION OF DISAPPROVED
STATE PLANS AND PLAN AMENDMENTS

§ 300.130 What reconsideration proce-
.dures apply.

(a) For new State plans and plan
amendments treated as new plans. A
IV-D agency may request reconsider-
ation of disapproval of a State plan or
plan amendment which is treated as a
new State plan under section 300.132.
For purposes of this subpart, the term
"new plan material" includes both cat-
egories.

(b) For plan amendments not treated
as new plans. A IV-D agency also may
request reconsideration of a disap-
proved plan amendment which Is not
treated as a new plan under § 300.133,

§ 300.131 What happens to FFP pending
outcome of reconsideration.

When a IV-D agency requests recon-
sideration of a disapproval of a pro-
posed State plan or plan amendment,
FFP in any new or increased expendi-
tures under the disapproved plan or
amendment is not available until a
final decision Is made. If the decision
is favorable to the IV-D agency, the
Director will certify lump/sum pay-
ment of any amount due.

§ 300.132 Prehearing procedures for re-
consideration of disapproved new plan
material.

(a) How to request. A IV-D agency
has 60 days from receipt of OCSE's
written notice of disapproval of new
plan material to request a reconsider-
ation. The IV-D agency shall make
the request in writing to the Director,
with a copy to the regional representa-
tive.

(b) Acknowledgment of request.
Within 30 days of receiving the recon-
sideration request, the Director noti-
fies the IV-D agency in writing of the
date, time, and place of a hearing and
of the issues to be considered. (See
subpart E for hearing procedures.) * ,

§ 300.133 Procedures for reconsideration
of disapproved plan amendments not
treated as a new plan.

(a) How to request. A IV-D agency
has 60 days from receipt of OCSE's
written notice of disapproval to re-
quest reconsideration of a plan amend-
ment not treated as a new plan. The
IV-D agency shall make the request in
writing to the Director, with a copy to
the regional representative.

(b) Acknowledgment of request. The
Director acknowledges a IV-D agen-
cy's request for reconsideration
promptly and In writing.

(c) Submittal of information. (1)
OCSE will promptly send the IV-D
agency a list of all material that Is
part of the record. OCSE will also
make this material available for the
IV-D agency's inspection and copying.
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(2) The regional representative and
the IV-D agency have 30 days from
the date of the OCSE list to submit
any additional supporting material to
the Director and to each other. If the
regional representative or the IV-D
agency submit additional material,
the other party has 20 days from the
transmittal date to respond in writing
to the Director.
I (d) Right to conference. (1) At any

time during the periods allowed under
paragraph (c) of this section, the IV-D
agency may request a conference with
the Director or his designee to discuss
the issues.

(2) The IV-D agency may have the
conference transcribed at its own ex-
pense. Upon its request, the transcript
becomes part of the record.

(e) What the record is. All materials
considered in reaching a decision con-
stitute the record of a reconsideration.
The record closes on the later of the
following dates:

(1) Expiration of the periods allowed
under paragraph (c) of this section; or

(2) If there is a conference and the
transcript becomes part of the record,
upon the Director's receipt of the
transcript, or

(3) If there is a conference and the
transcript does not become part of the
record, 30 days after the conference.

(f) How the decision is issued
Within 90 days after the record is
closed, the Director or the person des-
ignated to preside at the conference
will issue a written decision. He or she
will send that decision to the head of
the IV-D agency. .

(g) Extension of time limits. Either
the IV-D agency or the regional repre-
sentative may, for good cause, request
an extension of the time limits in this
section.

Subpart C-Awards and Payments to States
Awards and Payments in General

§ 300.200 When FFP can be claimed.
A IV-D agency may claim Federal

funds for a share of the cost of child
support enforcement services and re-
lated administrative expenditures
made under an approved State plan
and other Federal requirements, in-
cluding prior approval of certain
classes of expenditures as required and
in conformity with an approved cost
allocation plan. In submitting a claim,'
expenditures under plan provisions
pending approval must be separate
from those plan provision already ap-
proved. (See § 300.12a for the effective
date of a new plan or amendment.)

§ 300.201 What the IV-D agency is respon-
sible for.

The IV-D agency is responsible for
submitting (or, at the option of OCSE,
making available) all documentation
required byOCSE in the format speci-

fied to establish the allowability of Its
claim for FFP. (See §§ 300.230-300.232
on deferrals and § 300.222 on disallow-
ances.)

§ 300.202 Administration of grants.
(a) General. Unless otherwise Indi-

cated, all grants made to States under
this part are subject to the provisions
of part 74 of this title, Administration
of Grants.

(b), Exception-Subparts G, Matching
and Cost Sharing, and I. Financial Re-
porting Requirements, of part 74 of
this title do not apply to these grants.

SUBnMISSION OF CLAIMS

§300.210 How grant awards are issued
and paid.

(a) Amount of grant Subject to the
availability of Federal funds, the Di-
rector or his Deputy issues a grant
award for each quarter. The grant
award is based upon the regional rep.
resentative's estimate for that quarter,
reduced or increased to the extent
that the estimate for any prior quar-
ter was greater or less than the
amount which should have been paid
for that quarter. Examples of adjust-
ments which reduce or increase a
grant award include:

(1) The difference between the esti.
mate and the amount claimed by the
State;

(2) Amounts (including penalties and
audit exceptions) which the regional
representative disallows;

(3) Amounts which the regional res-
presentative defers;

(4) Amounts which the regional rep-
resentative has deferred and later
finds allowable;

(5) Amounts of recoveries, refunds,
and collections as determined by the
regional representative; and

(6) Amounts which exceed statutory
limitations on funds.

(b) How State is notified. The Direc-
tor or his Deputy Issues to the IV-D
agency a grant award showing the
amounts awarded for each quarter. Ac-
companying the grant award Is a form
showing basis on which the grant was
computed. The Director or this
Deputy also notifies the State Central
Information Reception Agency of the
grant award, in accordance with sec-
tion 201 of the Intergovernmental Co-
operation Cooperation Act of 1968.

(c) How the grant is paid. The De-
partmental Federal Assistance Financ-
ing System (DFAFS) pays the grant.
Subpart K of 45 CFR Part 74, Treas-
ury Circular No. 1075, and the DFAFS
Recipient Users Manual govern pay-
ment procedures.

§ 300.211 How estimates are made.
(a) At least 45 days before the begin-

ning of the estimate quarter the IV-D
agency shall submit to the Deputy Dl-
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rector (with a copy to the appropriate
regional representative):

(1) Estimates of the total amount,
and the Federal share of expenditures.
for the IV-D program; and

(2) A certification of the amount of
State funds (and local funds, if appli-
cable) appropriated or made available
for the estimated expenditures, signed
by:

(i) A fiscal officer of the State, if re-
quired by State law or regulations; or

(11) The IV-D agency's- executive of-
ficer or a person that officer has offi-
cially designated.

(3) If the funds certified as appropri-
ated or made available are insufficient
to cover the State's share of the esti-
mated expenditures, the IV-D agency
must Indicate in the certification the
source from which the balance of
funds will be obtained and when.

§ 300.212 How expenditures are claimed.
(a) What the quarterly statement of

expenditures is. The quarterly state- -
ment of expenditures is an accounting
by the IV-D agency for expenditures
made during a quarter under its IV-D
program and the IV-D agency's claim
for Federal reimbursement.

(b) How to submit the statement
Within 30 days after the end of each
calendar quarter, the IV-D agency
shall submit to the Deputy Director,
with a copy to the regional representa-
tive, a quarterly statement of expendi-
tures for that quarter, along with the
necessary supporting schedules.

(c) Rejection of statement. If the
quarterly statement of expenditures is
based on estimates, It will be rejected-
Indirect costs calculated in confor-
mance with approved cost allocation
plans are acceptable.

ALLo WANOS AND DisALLowANcz OF
CLAIMS

§300.220 Who can allow or disallow.
(a) General The regional represent-

ative has the authority to allow or dis-
allow a claim, paid or unpaid, for FFP.

(b) Exception. The Director and
Deputy Director retain authority to
allow FFP in expenditures which have
been questioned by the General Ac-
counting Office or the HEW Audit
Agency.

§300.221 How a decision is made on a
claim.

The regional representative allows
or disallows a State's claim for FFP
based on review and analysis of the
quarterly statement of expenditures.
In determining whether expenditures
are allowable, either regional or cen-
tral office officials may conduct onsite
reviews involving examination of IV-D
agency accounting and operational
records and discussions with State
officials.
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§ 300.222 What happens when a claim is
disallowed.

(a) General. A disallowance is a find-
ing by the regional representative that
a IV-D agency's claim for FFP is not
properly chargeable to the program.
Because of statutory penalties and
limitations, the regional representa-
tive may also disallow expenditures
which are properly chargeable to the
program.

(b) How IV-D agency is notified. If
any portion of the amount claimed on
a quarterly statement of expenditures
is disallowed, the regional representa-
tive's notice to the IV-D agency in-
cludes pertinent information on the
amounts, dates and reasons for the
disallowance. The notice also indicates
that the IV-D agency may request re-
consideration of the disallowance as
described in section 300.223.

§ 300.223 How to appeal disallowance of a
claim.

(a) How to request A IV-D agency
has 45 days from the postmark date of
OCSE's disallowance notice to request
reconsideration under 45 CFR Part 16.
The request shall be addressed to the
Executive Secretary, Departmental
Grant Appeals Board, with copies to
the Director and the regional repre-
sentative.

(b) What happens to a claim pend-
ing .reconsideration decision.

(1) If reconsideration is requested on
the disallowance of an amount already
awarded to a State, no action will-be
taken to recover the Federal funds
pending the reconsideration decision.

(2) If reconsideration is requested on
the disallowance of an amount not al-
ready awarded to a State, that amount
will not be awarded pending the recon-
sideration decision.

(c) Director's review before reconsid-
eration. A IV-D agency may, as speci-
fied by OCSE, request the Director to
review a disallowance before seeking
reconsideration by the Grant Appeals
Board. The Director may decline. The
IV-D agency may also withdraw its
review request at any time. If the Di-
rector reviews a disallowance, his or
her decision Is OCSE's final action on
the matter, and time devoted to that
review does not count toward the 45-
day period for requesting reconsider-
ation under paragraph (a) of this sec-
tion.

DEFERRAL OF CLAIMS

§ 300.230 What deferral is.
As used in this subpart, "deferral"

refers to the suspension of the deci-
sion on the allowability of a claim for
FFP, pending the inspection and anal-
ysis of further information.

§ 300.231 How deferral works.
(a) Basis for deferral. The regional

representative can defer the inclusion
of a claim in the computation of a
grant award (see §300.210) if it is of
questionable allowabilty.

(b) Notice to IV-D agency. The re-
gional representative takes deferral
action within 60 days after receiving
an acceptable quarterly statement of
expenditures. Within 15 days of the
deferral action, the regional represent-
ative sends the IV-D agency written
notification identifying the type and
amount" of claim and the reason for
deferral. The notice will also request
the IV-D agency to make available for
inspection all material which the re-
gional representative considers neces-
sary to determine the, allowability of
the claim.

(c) How IV-D agency responds.
Within 60 days of the date of the Re-
gional Representative's notice of de-
ferral, the IV-D agency shall make
any requested materials available to
the regional office in readily reviewa-
ble form. If the IV-D agency requires
additional time to make materials
available, the regional representative,
upon request, will give the agency an
additional period of no more than 60
dayV.

§ 300.232 How decision is made on a de-
ferred claim.

(a) Review of IV-D agency material.
The regional representative will
review all materials furnished under
§ 300.231 and, within -30 days of their
receipt, notify the IV-D agency if they
are not readibly reviewable or need
supporting information. The IV-D
agency has 15 days from the date of
this notification to make available re-
vised or additional materials. If the
IV-D agency does not make the re-
quired materials available, the region-
al representative will promptly disal-
low the claim (see § 300.222(b)).

(b) How action is taken on deferred
claim. After the IV-D agency has
made all required materials available
in acceptable form, the regional repre-
sentative will allow or disallow a de-
ferred claim and notify the IV-D
agency in writing of the decision. If
the regional representative does not
notify the IV-D agency within 90 days
after all required materials have been
made available, the Deputy Director
will include the claim in the computa-
tion of a grant award, subject to a pos-
sible later disallowance.

INSTALLMENT REPAYMN= OF FEDERAL
FUmDS

§ 300.240 General.
(a) When Federal funds must be

repaid. When a claim has been reim-
bursed and is later deternmined to be

unallowable, the State must repay the
unallowable amount.

(b) When the IV-D agency may repay
in installments. A IV-D agency may
repay in installments if:
" (1) The total amount to be repaid
exceeds 2/2 percent of the IV-D agen-
cy's share of annual expenditures: and

(2) Before repayment is otherwise
due, the IV-D agency notifies the re-
gional representative in writing of its
intention to repay in Installments.

(c) Exclusion of other installment re-
payments. For purposes of § 300.240-
§ 300.243, the amount of a repayment
does not include any amount previous-
ly approved for Installment repay-
ment.

§ 300.241 How to set the repayment sched-
ule.

(a) How many quarters the repay-
ment may cover. In order to determine
the number of quarters over which re-
payment may be spread, the State
computes this repayment as a percent-
age of the IV-D agency's share of
annual expenditures. Using that per-
centage, the maximum number of cal-
endar quarters over which a State can
spread repayment Is:

NUMBER OF QUARTERS TO MAKE REPAYMIuUT

Total repayment amount as percent-
age of IV-D agency's share of
annual expenditures:

No.

2.5 or less ..................................... I
Greater than 2.5. but not greater than
5 ... .............. ................... .... o .... . 2

Greater than 5, but not greater than
7.5 ............................................................. . 3

Greater than 7.5, but not greater than
10 ......................................................... 4

Greater than 10, but not greater than
15 ........................oIo......,...

Greater than 15, but not greater than
20 ............................................................. 0

Greater than 20. but not greater than
25 .............................................................. 7

Greater than 25, but not greater than
30 ......................... ............................. ..

Greater than 30., but not greater than
47.5 . ................................................ .. 0

Greater than 47.5, but not greaterthan 65 ........................................ 10
Greater than 65. but not greater than

82.5 .............................. 11
Greater than 82.5. but not greater

than 100 .................................................. 12
Greater than 100 .......... ..................... 13+

(b) How much must be repaid in an
installment.

(1) Except for the final repayment,
the amount due for each quarter In a
repayment ]schedule shall not be less
than the following percentages of the
IV-D agency's share of annual expend-
itures:

REPAYMENT AMOUNT MAY NOT BE LESS THAN

THESE PERCENTAGES

For each of the following quarters:

I to 4 .............. .................................... .. 2,5
5 to 8 ............................... I .......................... 5.0
9 plus ........................................................... 17.5
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(2) If the State pays higher percent-
ages during the early quarters of its
repayment schedule, it applies any
corresponding reduction in the mini-
mum percentages first to the last re-
payment scheduled, then to the next
to last, and so on.

§ 300.242 How to determine a IV-D agen-
cy's share of expenditures

(a) GeneraZ. A IV-D agency's share
of annual expenditures is based on the
agency's most recent quarterly state-
ment of financial plan. The IV-D
agency's share is the sum" of its shares
for four quarters, beginning with the
quarter in which the first repayment
is due.

§ 300.243 How to make repayment.
(a) GeneraL OCSE will deduct the

appropriate repayment amount from
each quarterly grant in accordance
with the repayment schedule.

(b) Retroactive claims. If OCSE has
allowed a State's retroactive claim for
FFP, OCSE will offset the amount of
that claim against any amounts to be
repaid by the State in installments.
(For purposes of this section, a retro-
active claim is one applicable to any
period ending 12 months or more prior
to the beginning of the quarter in
which Federal funds are to be paid.)
Under this provision, a State may:

(1) Suspend repayments until the
retroactive claim has been offset; or

(2) Continue repayments until the
reduced amount of its debt (remaining
after the offset) has been paid in full.

(c) When interest is charged on re-
payments. OCSE will not charge inter-
est on repayments unless required by
court order.

Subpart E-Hearing Procedures for IV-D
Agencies

§ 300.400 Scope. -

(a) Hearing procedures described in
this subpart apply to reconsideration
of a disapproved proposed State plan
or plan amendment which is treated as
a new plan.

(b) Nothing in this subpart limits ne-
gotiations between the Department
and the State.

§ 300.401 General rules.
(a) How to get records. All papers

filed in connection with a hearing are
available for inspection and copying in
the office of the OCSE hearing clerk.
Individuals should direct inquiries to
the Central Information Center, De-
partment of Health, Education, and
Welfare, 200 Independence Avenue
SW.; Washington, D.C. 20201.

(b) How to Jile and serve papers. (1)
Anyone who wishes to submit papers
for the docket shall file with the
OCSE hearing clerk an original and
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two copies, but only originals of exhib-
its and testimony transcripts.

(2) Anyone who wishes papers to be
part of the record shall also serve,
copies on all parties by personal deliv-
ery or by mail. Service on a party's
designated attorney s the same as
service on the party.

(c) How rues are suspended. The Di-
rector or the presiding officer may,
after notifying all parties, modify or
waive any rule in §300.401-300.421 if
he or she decides the action is equita-
ble and will not unduly prejudice the
rights of any party.

ARRANGE TS FOR HEARMG

§ 300.405 How to request hearing
AIV-D agency has 60 days from re-

ceipt of written notice of State plan
disapproval to request a formal hear-
ing. The IV-D agency makes its re-
quest in writing to the Director, with a
copy to the regional representative.

§ 300.406 How request Is acknowledged.
(a) Notice of hearing. Within 30 days

of receiving a hearing request, the Di-
rector will notify the IV-D agency in
writing of the date, time, and place of
the hearing and of the issues to be
considered. The Director will also pub-
lish the hearing notice in the FEDERAL
REais m.

(b) When the hearing must be set.
The date set for a hearing will be at
least 20, but not more than 60 days
from the date the IV-D agency" re-
ceives the hearing notice. However,
the IV-D agency and the Director may
agree in writing to a different date.

§ 300.407 What the hearing issues are.
(a) GeneraL The issues at a hearing

are those included in the notice to the
IV-D agency described in § 300.406.

(b) How the Director may add issues.
At least 20 days before a scheduled
hearing, the Director will notify the
IV-D agency in writing of any addi-
tional issues to be considered. The Di-
rector will also publish this notice in
the FmERAL REorsnRs. If the IV-D
agency does not receive its notice in
the required time, any party may re-
quest the Director to postpone the
hearing. If a request is made, the Di-
rector will set a new hearing date
which is at least 20, but not more than
60 days, from the date the State
agency receives the hearing notice.

(c) How actions by the State may
cause the Director to add, modify, or
remove issues. The Director may add,
modify or remove Issues if, for exam-
ple, the State agency: -

(1) Changes its praqtices to comply
with Federal requirements and its
State plan; or

(2) Conforms its State plan to Feder-
al' requirements and pertinent court
decisions.
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d) What happens when State action
causes the Director to add, modify, or
remove issues.

(1) If the Director specifies new or
modified issues, the hearing will pro-
ceed on these issues.

(2) (1) If the Director removes an
Issue, the hearing will proceed on the
remaining issues. If the Director re-
moves all the issues, he or she will ter-
minate the hearing proceedings. The
Director may terminate hearing pro-
ceedings or remove issues before,
during, or after the hearing.

(if) Before removing any issue, the
Director will notify all parties other
than the Department and the State.
This notice will contain the reasons
for removing the issue. Within 20 days
of the date of this notice, the parties
may submlt-comments in writing on
the merits of the proposed removal.
The Director will consider these com-
ments and they will become a part of
the record.

§300.408 What the purpose of a hearing
is.

A hearing is held to receive factual
evidence and testimony, including

.expert opinion testimony related to
the Issues. The presiding officer will
not allow arguments as evidence. How-
ever, he or she may allow arguments
in statements, memoranda, or briefs.

§ 330.409 Who presides.
The presiding officer at a hearing is

the Director or a person he or she ap-
points. If the Director appoints a pre-
siding officer, the Director will send
copies of the appointment notice to all
parties.

§300.410 How to be a party or amicus
curiae to a hearing.

(a) HEW and IV-D agency. HEW
and the IV-D agency are parties to a
hearing without having to request par-
ticipation.

(b) Other parties or amici curiae
Any individual or group wishing to be
a party or amicus curiae to a hearing
must file a petition with the OCSE
hearing clerk no more than 15 days
following publication of the hearing
notice in the FEozam REoxsTza. A peti-
tioner who wishes to be a party must
also provide a copy of the petition to
each party of record at that time.

c) What must be in a petition. The
petition must state concisely:.

(1) The petitioner's interest in the
proceedings;

(2) Who will appear for the petition-
er.

(3) The issue on which the petitioner
wishes to participate; and

(4) Whether the petitioner intends
to present witnesses, if the petitioner
wishes to be a party.

(d) What happens to a petition. The
presiding officer will determine
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promptly whether each petitioner has
the necessary interest in the proceed-
ings, and permit or deny the petition
accordingly and in writing. Before
making this determination, the presid-
ing officer will allow any party to file
comments on the petition to be a
party. Any party who wishes to file
comments must do so within 5 days of
receiving the petition. If the presiding
officer denies the petition, he or she
will state the reason.

(2) The presiding officer may decide
that individuals or groups who have
become parties on petition have
common interests. He or she may then
request that they designate a single
representative, or niay recognize two
or more of those parties to represent
all of them.

(e) What rights parties have. Any
party may:

(1> Appear by counsel or other au-
thorized representative in all hearing
proceedings;

(2) Participate in any prehearing
conference held by the presiding offi-
cer;

(3) Stipulate facts which, if not con-
tested by other parties, will become
part of the record;

(4) Make opening statements;
(5) Present relevant evidence;
(6) Present witnesses who must be

available for cross-examination by all
other parties;

(7) Present oral arguments at the
hearing; and

(8) After the he'aring submit written
briefs, proposed findings of fact, and
proposed conclusions of law.

(f) What rights amici curiae have.
Any amicus curiae may:

(1) Present an oral statement at the
hearing at the point in the proceed-
ings specified by the presiding officer,

(2) Submit a written statement of
position to the presiding officer before
the hearing begins; and

(3) Submit a brief or written state-
ment at the same time as the parties
submit briefs. If an amicus curiae sub-
mits a written statement or brief, he
or she shall serve a copy on each
party.

CONDUCT OF HEARING

§ 300.415 Authority of presiding officer.
(a) General. It is the duty of the pre-

siding officer to conduct a fair hear-
ing, avoid delay, maintain order, and
make a record of the proceedings. He
or she has authority to carry out these
duties. This includes the authority to:

(1) Regulate the course of the hear-
ing-,

(2) Regulate the participation and
conduct of the parties, amici curiae
and others at the hearing;

(3) Rule on procedural matters and,
If necessary, issue protective orders or
other relief to a party against whom
discovery is sought;

(4) Take any action authorized by.
the rules in this Subpart or in confor-
mance with 5 U.S.C. 551-559;

(5) Make a final decision If the Di-
rector is the presiding officer;

(6) Administer oaths and affirma-
tions;

(7) Examine witnesses; and
(8) Receive or exclude evidence or

rule on or limit evidence or discovery.
(b) What the presiding officer cannot

do. The presiding officer does not have
the authority to compel by subpoena
the'production of witnesses, papers, or
other evidence.

(c) When the presiding officer's au-
thority is limited. If the presiding offi-
cer is not the Director, he or she does
not have the authority to make the
final decision, but shall certify the
entire record to the Director, includ-
ing recommended findings and pro-
posed decisions.

§ 300.416 Discovery.
Any party has the right to conduct

discovery against other parties. These
discovery proceedings are subject to
rules 26-37, Federal Rules of Civil Pro-
cedure. The presiding officer shall
promptly rule on any written objec-
tion to discovery and may restrict or
control discovery so as to prevent
undue delay in the hearing. If any
party fails to respond to discovery pro-
cedures, the presiding officer may
issue any order and impose any sanc-
tion (other than contempt orders) au-
thorized by rule 37 of the Federal
Rules of Civil Procedure.

§ 300.417 How evidence is handled.
(a) Testimony. Witnesses, under

oath or affirmation, give oral testimo-
ny at a hearing. All witnesses must be
available at the hearing for cross-ex-

-amination by all parties.
(b) Rules of evidence. Technical

rules of evidence do not apply to hear-
ings described in this subpart. The
presiding officer applies whatever
rules or principles are necessary to
assure disclosure of the most credible
evidence available and to subject testi-
mony to cross-examination. Cros§-ex-
amination may be on any Aiaterial re-
gardiess of the scope of direct exami-
nation.

§300.418 What happens to unsponsored
written materials.

Letters and other written material
regarding matters at issue, when not
submitted specifically on behalf of one
of the parties, will become part of the
correspondence section of the docket.
This material is not part of the evi-
dence or the record.

§300.419 What the record is.
(a) Official transcript. HEW desig-

nates the official reporter for a hear-
ing. The OCSE hekring clerk has the

official transcript of testimony, as well
as any other materials submitted with
the official transcript. The parties and
the public may obtain transcripts of
testimony from the official reporter at
rates which do not exceed the maxi-
mum fixed by contract between the of-
ficial reporter and HEW. Upon notice
to all parties, the presiding officer
may authorize corrections to the tran-
script which involve matters of sub.
stance.

(b) Record. The record for the hear-
ing decision consists of the transcript
of testimony, exhibits, and all papers
and requests filed in the proceedings
except for the correspondence section
of the docket. The record includes any
rulings and any decisions on the
issues.

AFTER THE HEARING

§ 300.420 Posthearing briefs.
The presiding officer shall fix the

time for filing posthearing briefs.
These may contain proposed findings
of fact and conclusions of law. The
presiding officer may permit filing of
reply briefs.

300.421 Decisions.
(a) When the Director is presiding of-

ficer. If the Director is the presiding
officer, he or she will Issue a final deci-
sion within 60 days after expiration of
the time allowed for filing of posthear-
ing or reply briefs.

(b) When the Director appoints a
presiding officer.

(1) The presiding officer, after the
time for filing posthearing or reply
briefs has expired, shall certify the
entire record, including his or her rec-
ommended findings and proposed deci-
sion, to the Director.

(2) The Director will provide a copy
of the recommended findings and pro-
posed decision to all parties and any
amici curiae. Within 20 days, a party
may file with the Director exceptions
to the recommended findings and pro-
posed decision. The party must file a
supporting brief or statement with the
exceptions.

(3) The Director will review the pre-
siding officer's recommended findings
and proposed decision and, within 60
days of receiving them, issue a final
decision. The Director will provide
copies of that decision to all parties
and any amic curiae.

§ 300.422 When decision becomes effec.
five.

If the Director decides to uphold the
disapproval 'of a proposed State plan
or plan amendment treated as a new

-plan, any claims already paid under
the disapproved material may later be
disallowed. (See § 300.123 for, effective
date and availability of FFP when the
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Director approves a plan or amend-
ment which has been at issue.)

[FR Doc. 78-23942 Filed 8-24-78; 8:45 am]

[4110-351

- Health Care Finandng Administration

[42 CFR Parts 201,204, 205, 213, 4301

GENERAL POUCIES AND PROCEDURES ON
GRANTS FOR MEDICAL ASSISTANCE

AGENCY:Health Care Financing Ad-
ministration (HCFA), HEW.

ACTION: Proposed rule.

SUMMARY: These proposed regula-
tions would reorganize.and clarify ex-
isting procedural rules on administra-
tion of grants to medicaid State agen-
cies. They cover submittal and approv-
al of State plans and plan amend-
ments, Federal payment of State
claims, Federal reviews and audits of
State medicaid programs, and State
agency appeals of Federal decisions on
these plans, payments, reviews, and
audits. These regulations include new
procedures for approval and disap-
proval of plans and amendments, new
provisions for immediate recovery -of
funds upon disallowance, new proce-
dures for reconsideration of disallowed
State elaims, changes in time periods
for deferrals of claims payment, and
changes in routing of payment for
survey and certification of long term
care facilities. Comparable regulations,
appearing today in part V are pro-
posed for the child support enforce-
ment, social services, and financial as-
sistance programs. Existing regula-
tions which are modified and incorpo-
rated into these proposed rules are in
45 CFR Parts 201, 204, 213, and por-
tions of 205.
DATES: Closing date for receipt of
comments: October 24, 1978.

ADDRESSES: Address comments in
writing to: Administrator, Health Care
Financing Administration, Depart-
ment of Health, Education, and Wel-.
fare, P.O. Box 2366, Washington, D.C.
20013. Please refer to file code.MMB-
206. Agencies and organizations are re-
quested to submit comments in dupli-
cate. Beginning 2 weeks from today,
the public may review the comments
Monday through Friday of each week,
from 8:30 a.m. to 5 p.m.: Health Care
Financifig Administration, Room 5231,330 C Street SW., Washington, D.C.
20201, 202-245-0950.

FOR FURTHER INFORMATION
CONTACT:.

Eileen Brooks, 202-245-0722.

SUPPLEMENTARY INFORMATION:

GENERAL PRoGRAM DEscRnPnoN

The Social Security Act, title XIX,
provides formulas for Federal/State
sharing n the costs of the medicaid
program. Each State and territory is
entitled to a Federal grant award for
this program when it Is operated
under a State plan approved by HEW.
The agency within HEW which is re-
sponsible for Federal administration
of medicaid is the-Health Care Financ-
ing Administration (HCFA). These
proposed regulations cover the policies
and procedures for HCFA approval
and disapproval of State plans, for
allowance and disallowance of State
claims for payment, for Federal re-
views and audits of State medicaid
programs, and for State agency ap-
peals of Federal decisions in these
areas.

REASONS FOR REVISnIa REGULATIoNs

Under the HEW reorganization
order of larch 8, 1977, the Social and
Rehabilitation Service was disbanded
and Federal responsibility for medic-
aid was transferred to HCFA.

On September 12, 1977, the Secre-
tary of HEW announced two major ef-
forts at improving the departmental
regulations. The first, "Operation
Common Sense," Is a 5-year effort to
review and revise existing regulations
to make them clearer and more useful.
The second effort changed depart-
mental procedures for developing new
regulations.

The Department's reorganization
coupled with the Secretary's directives
on improving HEW regulations
prompted this proposed rule. It re-
flects HEW organizational changes,
combines procedures now spread
through several parts in title 45 of the
CFR into a single part 430 in title 42,
that applies only to the medicaid pro-
gram, and uses clearer, simpler lan-
guage. Additional content and format
changes are outlined below.

PROPOSED REGULATION FORMuAT

Under this proposal, procedures for
administering grants for medical as-
sistance programs are in a single part
430 in title 42 of the CFR where all
other medicaid regulations are or will
be located. Regulations on procedures
for administering grants to States for
financial assistance, social services,
and child support enforcement are
also proposed In similar formats, each
in a single part in the-appropriate
CFR title and chapter. (See part V of
this issue.)

PROPOSE CoNENr CHANGES

1. Definitions. The definitions sec-
tion has been expanded to cover more
terms commonly used throughout this
and other parts of 42 CFR Chapter IV.
Subchapter C.
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2. Authority to approve or disap-
prove a State plan or amendment. Sec-
retarial authority is redelegated to the
Regional Medicaid Director for ap-
proval of State plans and plan amend-
ments, and to the Bureau Director for
their disapproval. Under prior delega-
tions, the Regional Medicaid Director
could approve but disapproval was re-
served to the Administrator of the
Health Care Financing Administration
after consultation with the Secretary
The proposed policy places responsi-
bility for approvals at the leyel where
the plan enters the approval process,
but protects the States in cases of dis-
approval by requiring that a regional
office recommendation be reviewed
and decided upon at the central office
to assure uniformity and objectivity in
these decisions.

3. Partial approval of plans and
amendments. A new provision permits
approval of certain parts of a new plan
or plan amendment even though other
parts are disapproved. We felt this
would expedite incorporation of ap-
provable provisions into State plans
and, in some cases, result in earlier
availability of Federal funds.

4. Decisions on plan amendments
not treated as new plan materiaL Pro-
cedures for approval of plan amend-
ments not treated as a new plans are
clarified and modified in these regula-
tions. A decision to approve or disap-
prove will be made within 90 days of
receipt in the regional office, just as if
the amendment were treated as a new
plan. In cases of disapproval, a new
provision assures the State of the
right to a reconsideration by the Ad-
ministrator, HCFA. There is now no
specific regulatory provision for ap-
peals on disapproved plan amend-
ments of this type although the proce-
dure applicable to disallowances (45
CFR 201.14) has been used. The new
reconsideration process for these
amendments is simpler and can pro-
duce decisions more promptly.

5. Establishing the submittal date of
a plan or amendment A new section
has been added explaining how the
submittal date is officially determined.
This is important to States for pur-
poses of claiming Federal funds once
the plan or amendment has been ap-
proved. Existing regulations are silent
on this.

6. Authority to allow or disallow a,
State claim for payment. These
amendments reflect redelegations of
Secretarial authority to permit both
allowance and disallowance decisions
to be made by the Administrator. This
gives States a single focus for fiscal de-
cisions. The Regional Medicaid Direc-
tor has the authority to defer pay-
ment decisions on, claims of question-
able allowability, and to review related
materials from the State agency, prior
to making a recommendation on the
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allowability of the claim to the Admin-
istrator.

7. Imtmediate recovery of disallowed
State claims for payment A new sec-
tion has been added to these regula-
tions providing for the immediate re-
covery of funds upon disallowance.
Under existing regulations, if a State
agency has been reimbursed for ex-
penditures that are later disallowed,
the disallowed funds are not recovered
until after a reconsideration decision
has been made. This new procedure is
being added to the regulations so that
the large sums which are often in-
volved in these cases will be available
to HEW during the reconsideration
period.

8. Reconsideration of disallowances.
These regulations incorporate by ref-
erence new procedures for reconsider-
ation of disallowances of State claims
for Federal reimbursement. The new
procedures at 45 CFR Part 16, Subpart
C, published March 6, 1978, give recon-
sideration authority to the Depart-
mental Grant Appeals Board, rather
than to the program Administrator as
previously provided.

9. Time periods for claim deferrals.
Two 30-day periods have been added
to the claim deferral procedures. The
first allows State agencies time to
submit additional documentation after
the Administrator's notice of findings
on the allowability of the deferred
claim. The second allows the Adminis-
trator time to consider the additional
material before issuing a final deci-
sion.

10. Reimbursement for survey and
certification of long term care facili-
ties. Reimbursement to State agencies
responsible for long term care facility
surveys and certifications will no
longer flow through Medicaid State
agencies. HCFA will reimburse the re-
sponsible State agencies directly for
these surveys and certifications.

11. Formal hearing procedures. Sec-
tion 1116 of the Act requires that
States be given an opportunity for
formal hearings on disapprovals of
new plans and on compliance and con-
formity actions, the formal procedures
are now at 45 CFR part 213. They are
being incorporated into these regula-
tions, so that the regulations cover the
full sequence of processing events.

REQUEST FOR PUBLIC COIuLIENT

We invite comments on these regula-
tions, particularly in the following
areas:

1. Usefulness of having regulations
for a specific program in a single chap-
ter of the CFR versus joint regulations
governing the medicaid, financial as-
sistance, social services, and child sup-
port enforcement programs.

2. The usefulness of regulations
versus other methods, such as action
transmittals, for disseminating proce-

dures on administering grants to
States for medical assistance pro-
grams.

3. Effectiveness of the current revi-
sion of regulations affecting several
programs whose rules have previously
been intermingled. (See proposed rules
beginning on page from the Social
Security Administration, the Office of
Child Support Enforcement, and the
Office of Human Development Ser-
vices.)

42 CFR chapter IV, subchapter C, is
amended by adding a new part 430 to
read as set forth below.

PART 430-GRANTS TO STATES FOR MEDICAL
ASSISTANCE PROGRAMS

Subpart A-Introduction

Sec
430.0 Scope.
430.1 Definitions.

Subpart B-Stale Plans and Amendments

STATE PLANS AND AMEN rENTS IN GENERAL

430.100 What a State plan is.
430.101 When to amenda State plan.

SUBMISSION OF STATE PLANS AN PLAN

430.110 How to submit a proposed State
plan or plan amendment.

430.111 How submittal date is determined.

APPROVAL AND DISAPPOVAL OF PROPOSED
STATE PLANS AND PLAN AMENDMENTS

430.120 Who can approve or disapprove.
400.121 Partial or total approval.
430.122 What the decision deadline is.
430.123 Effective dates and FFP under an

approved State plan or plan amend-
ment

430.124 How State is notified.

REcONsDERATION OF PLAN MATERIAL
DISAPPROVALS

430.130 What reconsideration procedures
apply.

430.131 What happens to FFP pending
outcome of reconsideration.

430.132 Prehearing procedures for recon-
sideration of new plan material.

430.133 Procedures for reconsideration of a
disapproved plan amendment not treat-
ed as a new plan.

Subpart C-Awards and Payments to States

AwARDs AND PAYMENTS IN GENERAL
430.200 When FFP may be claimed.
430.201 What the State agency is responsi-

ble for.
430.202 Administration of grants.

SUBMISSION OF CLAIMS

430.210
430.211
430.212
430.213

How grant awards are issued.
How estimates are made.
How expenditures are claimed.
How a grant award is computed.

ALLOVANCE AND DISALLOWANCE OF CLAIMS

430.220 Who can allow or disallow.
430.221 How a decision is made on a claim.
430.222 What happens when a claim is dis-

allowed.
430.223 How to appeal disallowance of a

claim.

DEFERRAL OF CLAIMS PAYMENT

430.230 What deferral Is.
430.231 How deferral occurs.
430.232 How decision Is made on a deferred

claim.

INSTALLMENT REPAYMENT OF FEDERAL FUNDS

430.240 General.
430.241 How to set the repayment sched-

ule.
430.242 How to determine the State agen.

cy's share of expenditures.
430.243 How to make repayment.

Subpart D-Federal Program and Financial Reviow
and Audits

FEDERAL REVIEWS AND AUDITS IN GENERAL

430.300 What Federal reviews and audits
are.

430.301 Types and effects of reviews and
audits.

Pnoo=& Aim FINANCIAL REvimvs

430.305 Program and financial reviews In
general.

430.306 Issues of compliance or conformity
after review.

HEW AUDIT AGENCY REVIEWS AND AUDITS
430.310 What the HEW Audit Agency does.
430.311 Audit Agency reports.
430.312 Action after Audit Agency review.

Subpart E-Hoaring Pracedures for State Agoncle

GE1LnEAL

430.400 Scope.
430.401 General rules.

ARRANGEMiENTS FOR HEARINGS

430.405 How to request hearing.
430.406 How request Is aclmowledged.
430.407 What the hearing Issues are.
430.408 Whatthe purpose of a hearing Is.
430.409 Who presides.
430.410 How to be a party or an amicus

curiae to a hearing.

CONDUCT OF HrnNnO

430.415 Authority of presiding officer.
430.416 Discovery.
430.417 How evidence is handled,
430.418 What happens to unsponsored

written material.
430.419 What the record Is.,

AFTER TiE Hmruao

430.420 Posthearing briefs.
430.421 Decisions.
430.422 When a decision Involving noncon-

formity or noncompliance becomes ef.
fective.

AuTHORITY: Sec 1102 of the Social Sccuri-
ty Act; 49 Stat. 647 (42 U.S.C. 1302).

Subpart A-ntoduction

§ 430.0 Scope.

This part contains rules on grants to
States under title XIX of the Social
Security Act. This title authorizes
Federal/State sharing of the costs of
providing medical assistance to eligible
individuals in the 50 States, the Dis-
trict of Columbia, Guam, Puerto Rico,
the Virgin Islands, and the Northern
Marian. Islands (90 Stat. 277). Thlis
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part is divided into five subparts as fol-
lows:

(a) Subpart A gives an overview of
what is contained in this part and in-
cludes general definitions related to
the medicaid program.

(b) Subpart B describes State plans
for medicaid. It tells when a plan must
be amended and how a new plan or
plan amendment is submitted, pro-
cessed, and appealed when It is disap-
proved. _

(c) Subpart C contains rules for com-
puting and authorizing payment of
Federal grants. It includes rules on
when State claims foi Federal funds

-- may be deferred or disallowed and on
how disallowances may be appealed.
(d) Subpart D describes the types of

State program reviews and audits con-
ducted byFederal officials.

(e) Subpart E describes hearing pro-
cedures available to State agencies.

§ 430.1 Definitions.
As used in this subchapter, unless

the context indicates otherwise:
"Act" means the Social Security Act

and titles referred to are the titles of
that act.

"Administrator" means the Adminis-
trator, Health Care Financing Admin-
istration.

"Approvable State plan or plan
amendment" means a proposed plan
or amendment which meets all appli-
cable Federal requirements.

"Bureau Director" means the direc-
tor of the Federal medicaid program
within HCFA.

"Central office" means the head-
quarters office of HCFA.

"Compliance" means that a State
agency is carrying out in practice what
is required by Federal statutes, reguIa-
tions, and pertinent court decisions
and contained in the approved State
plan.

"Conformity" means that a State
plan meets the requirements of Feder-
al and State statutes, Federal regula-
tions, and pertinent court decisions.

"Department" or "HEW" means the
Department of Health, Education, and
Welfare.

"Federal requirements" means Fed-.
eral statutes, regulations, and instruc-
tions.

"FFP" or 'Federal financial partici-
pation" means the Federal Govern-
ment's share of a State's expenditures
under the medicaid program.

"HCFA" means the Health Care Fi-
nancing Administration of HEW.

"Medicaid" means medical assistance
provided under a State plan approved
under title XIX of the act.

"Plan" or "State plan" means a com-
prehensive written commitment by a
State agency, submitted under section
1902(a) of the act, to administer, or su-
pervise the adminstration of, a medic-
aid program in accordance with Feder-

al requirements. This does not include
a State cost allocation plan as de-
scribed in 45 CFR 205.150.

"Plan amendment" or "amendment"
means an amendment to an approved
State plan under title XIX of the act.

"Regional Medicaid Director" means
the Regional Medicaid Director of the
medicaid program.

"Regional Office" means one of the
regional offices of HCFA.

"Secretary" means the Secretary of
Health, Education, and Welfare.

"State" means a political jurisdiction
which is eligible to submit a medicaid
State plan to HEW for approval. It In-
cludes the District of Columbia,
Guam, Puerto Rico, the Virgin Is-
lands, and the Northern Marlana Is-
lands.

"State agency" means the single
State agency administering, or super-
vising the administration of, a State
medicaid pIan

Subpart B-Stale Plans and Plan Amendments

STATE PLAvs AnD AmENmcrNs INGEMMIAL '

§ 430.100 What a State plan Is.
(a) A State plan is a detailed descrip-

tion of the nature and scope of a
State's medicaid program. It commits
a State agency to administer the pro-
gram in accordance with Federal re-
quirements. Only proper program ex-
penItures which are made under an
approved plan are eligible for Federal
financial participation. Once a plan Is
approved, it must )3e kept current
through amendments so that HCFA
can determine whether the plan con-
tinues to meet Federal requirements.

(b) HCFA will not consider any ma-
terial as State plan material unless It
is submitted as part of a State plan or
plan amendment and approved by the
Regional Medicaid Director. The State
agency shall submit copies of current
State operating manuals and other
program materials to the Regional
Medicaid Director as requested.

§ 430.101 When to amend a State plan.

(a) A State agency must amend Its
plan whenever.

(1) A new or amended Federal law or
regulation requires a new provision or
conflicts with an existing plan provi-
sion;

(2) A U.S. Supreme Court decision
changes the interpretation of a law or
regulation; or

(3) State law, organization., policy, or
agency operation undergoes a, signlfl-
cant change.
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SUMUSsIoN OF STATE PLANs AN PI
Aummmirs -s

§ 430.110 How to submit a proposed State
plan or plan amendment.

Ca) General A State agency must
submit a proposed State plan or plan
amendment to the Regional Medicaid
Director in accordance with HCFA
Instructions concerning format, con-
tent, time limits, transmittal forms.
and procedures.

(b) How plan amendments may be
treated. At the time of submittal, the
State agency may ask to have a pro-
posed plan amendment treated as a
new plan.

(1) If such a request is made and the
amendment Is disapproved, the State
agency has a right to a hearing under
ection 1116 of the Act and to judicial

review. (See § 430.132.)
(2) If a proposed plan amendment is

not treated as a new plan and the
amendment Is disapproved, the State
agency may appeal as described in
§ 430.133.

(c) Review by Governor. When sub-
mitting a proposed plan or plan
amendment to the Regional Medicaid
Director, the State agency shall speci-
fy that the Governor.

(1) Was given 45 days to review the
material and that the resulting coni-
ments, if any, are Included in the sub-
mital; or

(2) Did not wish to review the mate-
rial.

(See 45 CF& 204.1 for State plan re-
quirements regarding Governor's
review.)

§430.111 low submittal date is deter-
mined.

(a) General. The submittal date of a'
proposed State plan or plan amend-
ment Is the date it is mailed to the re-
gional office as established by the
State agency (for example, in the form
of a postmark, registered mail date, or
affidavit of mailing). If the material is
delivered -by hand, the submittal date
Is that shown by the regional office
date stamp.

(b) When submittal date change. If
a proposed State plan or amendment
is not approvable because it does not
meet a Federal requirement, the date
on which the required change is
mailed or delivered to the regional
office becomes the submittal date.

(c) Vhlen submittal date remains un-
changed. If a proposed State plan or
amendment is approvable but requires
clearer wording, that clarifying revi-
sion retains the date of the original
submittal.
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APPROVAL AND DISAPPROVAL OF PRO-
POSED STATE PLANS AND PLAN AIEND-
MENTS

§ 430.120 Who can approve or disapprove.
The Regional Medicaid Director has

the authority to approve a proposed
State plan or plan amendment, except
in subject areas for which the Bureau
Director has specifically reserved this
authority. The Baureau Director has
the authority to disapprove a plan or
plan amendment. (See § 430.306 for
rules on deciding that a previously ap-
proved plan provision no longer meets
Federal requirements.)

§ 430.121 Partial or total approval.
(a) State plan. HCFA approves a

State plan only if it -meets all manda-
tory Federal requirements. If any re-
quired provision is unapprovable or is
omitted, HCFA disapproves the entire
plan. However, HCFA may disapprove
sections of a plan which relate to op-
tional Federal provisions without af-
fecting approval of the rest of the
plan.

(b) Plan amendment. HFCA need
not approve or disapprove a proposed
plan amendment in its entirety, re-
gardless of whether the State agency
has asked to have it treated as a new
State plan. HCFA can approve amend-
ments to specific parts of a State plan,
and disapprove amendments to other
parts.

§ 430.122 What the decision deadline is.
(a) General. Within 45 days of re-

ceipt in the regional office, the Re-
gional Medicaid Director will approve
a proposed State plan or plan amend-
ment or forward it to the Bureau Di-
rector recommending disapproval. The
date or receipt is the date shown by
the regional office date stamp. The
Bureau Director will issue a decision
on approval or disapproval within 90
days of receipt in the regional office.

(b) Extensions. The State agency
and the Regional Medicaid Director,
or Bureau Director, may agree in writ-
ing to an- extension of the 90-day
period.

§ 430,123 Effective dates and'FFP under
approved State plans or amendments.

(a) When a plan or amendment af-
fecting FFP becomes effective. An ap-
proved State plan or plan amendment
which affects FFP becomes effective
on the later of the following dates:

(1) The first day of the calendar
quarter in which an approvable plan
or amendment was submitted (see
§ 430.111 for submittal date); or

(2) The first date on which the plan
or amendment is in operation
statewide.

(b) When an amendment not affect-
ing FFP becomes effective. When an
amendment does not affect FFP, it be-

comes effective on the date set by the
State agency.

(c) When a State may submit claims
for FFP. A State agency may not
submit claims for new or additional
expenditures made under a plan or
amendment until it has been ap-
proved.

§ 430.124 How State is notified.
(a) Approval When the Regional

Medicaid Director approves a proposed
State plan or plan amendment, he or
she notifies the State agency in writ-
ing.
(b) Disapproval When the Regional

Medicaid Director submits part or all
of a proposed plan or plan amendment
to the Bureau Director with a recom-
mendation for disapproval, he or she
notifies the State agency in writing of
the recommendation. , When the
Bureau Director disapproves a pro-
posed plan or amendment, he or she
notifies the State agency in writing.
The notice gives the reason for disap-
proval and informs the State agency
that it has 60 days to request the Ad-
ministrator to reconsider the decision

ACsee § 430.130).

RECONSIDERATION OF PLAN MATERIAL
DISAPPROVALS

§ 430.130 What reconsideration proce-
dures apply.

(a) For new State plans and plan
amendments treated as new plans. A
State agency may request reconsider-
ation of a disapproved State plan or
plan amendment which is treated as a
new State plan. For purposes of this
subpart, the term "new plan material"
includes both categories.

(b) For plan amendments not treated
as new plans. A State agency also may
request reconsideration of disapproval
of a plan amendment which is not
treated as a new plan under § 430.133.

§430.131 What happens to FFP pending
outcome of reconsideration.

When a State agency requests recon-
sideration of a disapproval of a new
State plan or plan amendment, FF in
any new or increased expenditures
under the disapproved plan or amend-
ment is not available while the disap-
proval is under reconsideration. If the
reconsideration decision is favorable to
the State agency, the Bureau Director
will certify lump-sum payment of any
amount due.

§ 430.132 Prehearing procedures for re-
consideration of new plan material.

(a) How to request A State agency
has 60 days from receipt of HCFA's
written notice of disapproval of new
plan material to request a reconsider-
ation. The State agency must make
the request in writing to the Adminis-

trator with a copy to the Regional
Medicaid Director.

(b) Acknowledgement of request.
Within 30 days of receiving a reconsid-
eration request under paragraph (a) of
this section, the Administrator notifies
the State agency by letter of the date,
time, and place of a hearing and of the
issues to be considered. (See subpart E
for hearing procedures.)

(c) Judicial review. If a State agency
is not satisfied with a prehearing deci.
sion, it may seek judicial review in the
U.S. Court of Appeals for the circuit in
which the State is located.

(d) Administrator determines related
issues exist. If a State agency requests
a prehearing on the disapproval of a
proposed plan or plan amendment, the
Administrator may also determine
whether a related compliance issue
exists. If it does, that issue may be In-
cluded in the hearing as described in
§ 430.407.

§ 430.133 Procedures for reconsideration
of a disapproved plan amendment not
treated as a new plan.

(a) How to request. A State agency
has 60 days from receipt of the
Bureau Director's written notice of
disapproval to request a reconsider-
ation. The State agency shall make
the request in writing to the Adminis-
trator with a copy to the Regional
Medicaid Director.

(b) Acknowledgement of request, The
Administrator acknowledges a State
agency's request for reconsideration
promptly and in writing.

(c) Submittal of information. (1)
The Administrator will promptly send
the State agency a list of all material
that is part of the record. The Admin-
istrator will also make this material
available for the State agency's inspec-
tion and copying.

(2) The Regional Medicaid Director
and the State agency have 30 days
from the date of the Administrator's
list to submit any additional support-
ing material to the Administrator and
to each other. If the Regional Medic-
aid Director or the State agency sub-
mits additional material, the other
party has 20 days from the transmittal
date to respond in writing to the Ad-
ministrator.

(d) Right to conference. (1) At any-
time during the period allowed under
paragraph (c) of this section, the State
agency may request a conference with
the Administrator to discuss the
issues.

(2) The State agency may have the
conference transcribed at its own ex-
pense. Upon its request, the transcript
becomes part of the record.

(e) What the record is. All materials
considered in reaching a decision con-
stitute the record of a reconsideration.
The record closes on the later of the
following dates:
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-(1) Expiration of the period allowed
under paragraph (c) of this section;

(2) If there is a conference and the
transcript becomes part of the record,
upon the Administrator's receipt of
the transcript; or

(3) If there is a conference and the
trariscript does not become part of the
record, 30 days after the conference.

(f) How -the decision is issued.
Within 60 days after the record is
closed, the Administrator or the
person designated to preside at the
conference will send a written decision
to the head of the State agency.

(g) Extension of time limits. Either
the State agency or the Regional Med-
icaid Director may, for good cause, re-
-quest an extension of the time limits
in this section.

Subpart C-Awards and Payments to States

-AwARDs AND PAYMENTS IN GENERAL

§ 430.200 When FFP may be claimed.

(a) General. A State agency may
claim Federal funds for expenditures
for medical services, training, and re-
lated administration under an ap-
proved State plan and other Federal
requirements including prior approval
of certain classes of expenditures as
required, and conformity with an ap-
proved cost allocation plan.

(b) Reimbursement for survey and
certification of long term care facili-
ties. Grants to States under this sub-
part do not cover reimbursement for
survey and certification of skilled
nursing and intermediate care facili-
ties for participation in Medicaid. Re-.
imbursement for these .activities will
be mAde by HCFA directly to the
State agencies responsible for estab-
lishing and maintaining health stand-
ards in these institutions.

§ 430.201 What the State agency is respon-
sible for.

The State agency is responsible for
making available all documentation re-
quired by -HCFA in the format speci-
fied to establish the allowability of its
claims for FFP. (See §§ 430.230-430.232
on deferrals and §§ 430.220-430.223 on
disallowances.)

§ 430.202 Administration of grants.
(a) General. Unless otherwise indi-

cated, all grants made to States under
-this part are subject to the provisions
of 45 CFR Part 74, Administration of
Grants.

(b) Exception. Subparts G, Matching
and Cost Sharing, and I, Financial Re-
porting Requirements, of part 74 do
not apply to these grants.

SuBMISisO oF CLAIMS

§ 430.210- How grant awards are issued.
(a) Amount of grant. The Bureau Di-

rector, subject to the availability of

Federal funds, Issues a grant based on
the estimated expenditures for each
quarter. This estimate is reduced or In-
creased to the extent of any overpay-
ment or underpayment for any prior
quarter for which adjustment has not
already been made. Examples of ad-
justments which reduce or increase
the grant award include:

(1) The difference between the esti-
mate for a quarter and the amount
claimed by the State agency on the ex-
penditure statement for that quarter,

(2) Amounts (including penalties and
audit exceptions) which the Adminis-
trator disallows;

(3) Amounts which the Regional
Medicaid Director defers;

(4) Amounts which the Regional
Medicaid Director has deferred and
the Administrator later finds allowa-
ble;

(5) Amounts of recoveries, refunds,
and collections as determined by the
Administrator, and

(6) Amounts which exceed statutory
limitations.

(b) How State agency is notified.
The Bureau Director Issues to the
State agency a grant award which
shows the amount awarded for each
quarter. Accompanying the grant
award Is a form showing the basis on
which the grant was computed. The
Bureau Director also notifies the State
Central Information Reception
Agency of the grant award in accord-
ance with section 201 of the Intergov-
ernmental Cooperation Act of 1968.
(c) How the grant is paid. The De-

partmental Federal Assistance Financ-
ing System (DFAFS) pays the grant.
Payment procedures are governed by
subpart K of 45 CFR Part 45. Treas-
ury Circular No. 1075, and the DFAFS
Recipient Users Manual.

§ 430.211 How estimates are made.
(a) In accordance with HCFA

instructions, at least 45 days before
the beginning of the estimate quarter.
a State agency shall submit to the
Bureau -Director, with a copy to the
Regional Medicaid Director.

(1) Estimates of the total amount,
and the Federal share, of expenditures
for the program;

(2) A certification of the amount of
State funds (and local funds, If appli-
cable) appropriated or made available
for the estimated expenditures signed
by:
(i) A fiscal officer of the State, If re-

quired by State law or regulations; or
(ii) The agency's executive officer or

designee; and
(3) If the funds certified as appropri-

ated or made available are insufficient
to cover the State's share of the esti-
mated expenditures, a statement of
the source from which the balance will
be derived and when.
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(b) This estimate and any investiga-
tion that the Bureau Director finds
necessary form the basis for making
the grant award for that quarter.

§ 430.212 How expenditures are claimed.
(a) What the quarterly statement of

expenditures is- The quarterly state-
ment of expenditures is an accounting
for expenditures made during the
quarter by the State agency and the
State agency's claim for reimburse-
ment.
(b) How to .umit the statement.

Within 30 days after the end of each
calendar quarter, in accordance with
HCFA instructions, the State agency
shall submit to the Bureau Director,
with a copy to the Regional Medicaid
Director, a statement of expenditures
for that quarter along with the neces-
sary supporting schedules.
(c) Redection of statement If the

quarterly statement of expenditures is
based on estimates, it tvll be rejected.
Indirect costs calculated under ap-
proved rates or'in conformance with
approved cost allocation plans are ac-
ceptable.

§430.213 How a grant award is computed.
(a) Amount of grant- The amount of

each quarterly estimate of expendi-
tures Is:

(1) Increased or decreased by the
amount by which the estimate for any
prior quarter, as determined under
§ 430.211, was greater or less than the
amount which should have been paid
for that quarter; and

(2) Decreased by the Federal share
of the net amount of recoveries, re-
funds, or collections made by the
State during any quarter.

ALLov.AncE AND DiSA OWANCE oF
CLAIMS

§ 430.220 Who can allow or disallow.
The Administrator has the authority

to allow or disallow a paid or unpaid
claim for FTP. As used in this subpart,
the term "disallowance" does not in-
clude implementation of a decision to
reduce or withhold FFP for lack of
compliance or conformity. (See
§§430.305-430.306 on compliance and
conformity.)

§,130.221 low a decision is made on a
claim.

A State agency's claim for FFP is al-
lowed or disallowed based on review
and an-dysis of its quarterly statement
of expenditures. In determining
whether expenditures are allowable,
either regional or cental office offi-
cials may conduct onsite reviews in-
volving examination of State agency
accounting and operational records
and discussions with State officials.
(See subpart D on Federal Reviews.)
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§ 430.222 What happens when a claim is
disallowed.

(a) General A disallowance is a find-
ing by the Administrator that a claim
by a State agency for FFP in expendi-
tures is not properly chargeable to the
program. Because of statutory penal-
ties and limitations, the Administrator
may also disallow expenditures on
claims which are properly chargeable
to the program.

(b) How State agency is notified. If
any poition of the amount claimed on
a quarterly statement of expenditures
is disallowed, the Administrator's
notice to the State agency includes
pertinent information on amounts,
dates, and reasons for the disallow-
ance. The Administrator's notice also
indicates that the State agency may
request reconsideration of the disal-
lowance as described in § 430.223 of
this subpart.

(c) How the State's grant for a disal-
lowance is adjusted. When a State
agency's claim for FFP is disallowed,
the Bureau Director will either amend
the current grant or adjust the grant
for the following . quarter, subject to
the provisions of §§ 430.240-430.243, to
reduce the State's grant authority by
the amount of the disallowance.
Where the disallowed amount was pre-
viously deferred, no further adjust-
ment will be made.

§ 430.223 How to appeal disallowance of a
claim.

(a) How to request A State agency
has 45 days from the postmark date of
HCFA's notice of disallowance to re-
quest reconsideration by the Depart-
mental Grant Appeals Board under 45
CPR Part 16. The request shall be ad-
dressed to the Executive Secretary,
Departmental Grant Appeals Board,
with copies to the Bureau Director
and the Regional Medicaid Director.

DEFERRAL OF CLAIMS PAYMENT

§ 430.230 What deferral is.
As used in this subpart, "deferral"

means suspending the inclusion of a
claim in the computation of a grant
award pending the inspection- and
analysis of further information needed
to establish the claim's allowability for
FFP.

§ 430.231 How deferral occurs.
'(a)* Basis for deferral. The Regional

Medicaid Director can defer including
a claim in the computation of a grant
award (see § 430.210) if it is of ques-
tionable allowability.

(b) Notice to State agency. The Re.-
glonal Medicaid Director takes defer-
ral action within 60 days after receiv-
ing an acceptable quarterly statement
of expenditures. Within 15 days of the
deferral action, the Regional Medicaid
Director sends the State agency writ-

PROPOSED RULES

ten notification identifying the type
and amount of the claim and the
reason for deferral. The notice also re-
quests the State agency to make avail-
able for inspection all materials that
the Regional Medicaid Director con-
siders necessary to determine the
allowability of the claim.

(c) How State agency responds.
Within 60 days of the Regional Medic-
aid Director's notice of deferral, the
State agency makes any requested ma-
terials available to the Regional Office
in readily reviewable form. If the
State agency requests additional time
to make materials available, the Re-
gional Medicaid Director will give an
additional period of no more than 60
days.

§ 430.232 How decision is made on a de-
ferred claim.

(a) Review of State agencymaterials.
The Regional Medicaid Director will
review all materials furnished under
§ 430.231 and, within 30 days of their
receipt, notify the State agency that it
has 15 days from the date of this
notice to make available revised or ad-
ditional materials. If the State agency
does not make the required materials
available in readily reviewable form,
the Regional Medicaid Director will
promptly recommend disallowance of
the claim (see § 430.220).

(b) How action is taken on deferred
claim. (1) Within 90 days after the
State agency has made all required
material available in acceptable form,
the Regional Medicaid Director will
provide the Administrator written
findings and recommendations on the
allowability of the claim. The Region-
al Medicaid Director will at the same
time notify the State agency of the
findings and recommendations when
the recommendations are to disallow
the State agency's claim or any part of
it.

(2) The State agency has 30 days
from the date of the Regional Medic-
aid Director's notice of findings and
recommendations to disallow to
submit in writing to the Administrator
any new relevant evidence, documen-
tation, or arguments in support of the
allowability of the deferred claim.

(3) Whether or not the State agency
submits additional material, the Ad-
ministrator will notify the State
agency in writing of the decision on
the allowability of the deferred claim
within 30 days after the State agency
has made any new relevant evidence,
documentation, arguments, or other
material available, or upon expiration
of the 30 day submission period.

(4) When the Regional Medicaid Di-
rector's notice to the State agency is
not issued within the 90 day period re-
quired by paragraph (b)(1) of this sec-
tion, or the Administrator's notice is
not issued within the 30 day limit re-

quired by paragraph (b)(3) of this sec-
tion, the Bureau Director will include
the amount of the claim in a grant
award, subject to a later determina-
tion of allowability,

INSTALLMENT REPAYMENT OF FEDERAL
FUNDS

§ 430.240 General.
(a) When Federal funds must be

repaid. When a claim has been reim-
bursed and is later determined to be
unallowable, the State agency must
repay the unallowable amount.

(b) When the State agency may repay
in installments. A State agency may
repay in installments if:

(1) The total amount to be repaid
exceeds 212 percent of the State agen-
cy's share of annual expenditures In-
curred; and

(2) Before payment is otherwise due,
the State agency notifies the Regional
Medicaid Director in writing of its in-
tention to repay in installments.

(c) Exclusion of other installment re-
payments. For purposes of §§ 430.240-
430.243, the amount of a repayment
does not include any amount previous-
ly approved for installment repay-
ment.

§ 430.241 How to set the repayment sched-
ule.

(a) How many quarters the repay-
ment-may cover. In order to determine
the number of quarters over which re-
payment may be spread, the State
agency computes this repayment as a
percentage of the State agency's share
of annual Medicaid expenditures.
Using that percentage, the maximum
number of calendar quarters over
which a State agency may spread re-
payment is:

Total repayment amount as Number of
percentage of State share of quarters to

annual Medicaid expenditures make
repayment

2.5 pct. or less ....................................................... I
Greater than 2.5. but not greater than 5 2
Greater than 5. but not greater than 1.5 3
Greater than 7.5. but not greater than 10 4
Greater than 10. but not greater than 15 5
Greater than 15. but not greater than 20 6
Greater than 20, but not greater than 25 ....... 7
Greater than 25. but not greater than 30 8
Greater than 30. but not greater than 47.5 9
Greater than 47.5, but not greater than 65 .... 10
Greater than 65, but not greater than 82.5 11
Greater than 82.5, but not greater than 100. 12
Greater than 100 ................................................ 134-

(b) How much must be repaid in an
installment. (1) Except for the final
repayment, the installment due for
each quarter in a repayment schedulo
shall not be less than the following
percentages of the State agency's
share of annual medicaid expendi-
tures:
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For each of the following Repayment
quarters installment

may not be
less than

these
percentages

lto 4.., 2.5
5 t8 5.0

9 plus ............ ........ 17.5

(2) If the State agency pays higher
percentages during the early quarters
of its repayment schedule, it applies
any corresponding reduction in the
minimum percentages -first to the last
repayment scheduled, then tothe next
to last, and so on.

8430.242 How to determine the State
agency's share of expenditures.

(a) General A State agency's share
of annual expenditures is based on its
most recently submitted quarterly
State Agency statement of financial
plan for medicaid. The State agency's
share is the sum of its shares for four
quarters, beginning with the quarter
in which the first repayment is due.

(b) Exception. If the State's medic-
aid program has been terminated, the
State agency's share, based on its
quarterly statements of expenditures,
Is the sum of its shares of allowable
actual expenditures for the last four
quarters preceding the date on which
the program was terminated.

§ 430.243 How to make repayment.
(a) General. The Bureau Director

will deduct the repayment amount
from each quarterly grant award in ac-
cordance with the repayment sched-
ule.

(b) Retroactive claims. If the Admin-
istrator has allowed a State agency's
retroactive claim for 'FFP, the Bureau
Director will offset the amount of that
claim against any amounts to be
repaid by the State agency in install-
ments under the medicaid program.
(For purposes -of this section, a retro-
active claim -is one applicable to any
period ending 12 months or more prior
to the beginning of the -quarter in
which Federal funds are to be paid).
Under this provision, a State agency
may'.

(1) Suspend repayments until the
retroactive claim has been offset; or

(2) Continue repayments until the
reduced amount of its debt (remaining
after the offset) has been paid in full.

(c) When interest is charged on re-
payments. HCFA will not charge inter-
est on repayments unless required by
court order.
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Subpad D-Fedral Pr gmm and Finandcal
Reviews and Audils

FnERaAL REvxws An AuDrrs n;GENES L

§ 430.300 What Federal reviews and audits
are.

(a) Reviews. As used In this subpart
D, a Federal riview is any type of
review necessary to determine wheth-
er a State plan continues to be approv-
able and whether State agency oper-
ations and claims for FFP are proper
under Federal requirements and the
approved State plan. A review may
cover any aspect of the medicaid pro-
gram.

(b) Audits. As used in this subpart D
an audit is any type of audit necessary
to determine whether State agency op-
erations and claims for FFP are
proper under Federal requirements
and the approved State plan. An audit
may cover any aspect of the medicaid
program. The term "audit" includes,
but is not limited to, audits by the
General Acounting Office and the
HEW Aua lt Agency.

§ 430.301 Types and effects of reviews and
audits.

(a) Types. The types of Federal re-
views and audits most often conducted
are:

(1) Program and financial reviews as
described in §§ 430.305-430.306; and

(2) HEW Audit Agency audits as de-
scribed n § 430.310.

(b) Effects. Any review or audit may
result in a disallowance or in formal
compliance or conformity action.

PRORM A2D F mAiCrAL REvIEWs

§ 430.305 Program and financial reviews
in general.

(a) Responsibility for review. The
Regional Medicaid Director will con-
duct program and financial reviews at
whatever times he or she considers ap-
propriate. In doing so, the Regional
Medicaid Director may make use of
any procedures (including onsite
review) or specialized assistance
needed.

(b) Purpose of review. The purpose
of a program or financial review is to
determine the nature and scope of a
State's medicaid program n relation
to Federal requirements. Program and
financial reviews include:

(1) Determining the allowability of
claims;

(2) Evaluating a program's quality
and the State agency's need for tech-
nical assistance;

(3) DeterminIng whether a State
plan conforms with Federal require-
ments. (A question of conformity may
arise when a State agency falls to
submit an approvable plan amend-
ment to implement a new Federal re-
quirement; when previously approved
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plan material no longer meets Federal
requirements; or when plan material
has been approved in errbr); and

(4) Determining whether the State's
operating practices are in substantial
compliance with the approved State
plan and with Federal requirements.

c) Review findings. HCFA will make
all review findings available in writing
to the State agency so that it can cor-
rect any unacceptable policy or prac-
tice. If a review results in disallowance
of a claim, the procedures in
§j 430.222-430.223 will apply.

§43060 Issues of compliance or con-
formity after review.

(a) Regional Medicaid Director tries
to resolve. If the Regional Medicaid
Director believes there is a compliance
or conformity Issue, he or she will try
to obtain needed changes in the State
agency's operating practice or the
State plan.

(b) Issue not resolved. If the State
agency does not make the change nec-
essary to bring about compliance or
conformity:

(1) The Regional Medicaid Director
will recommend that the Bureau Di-
rector begin formal action;

(2) If the Bureau Director agrees
that there is an Issue of compliance or
cdnformity, he or she will notify the
State agency and give it an opportuni-
ty for a hearing under subpart E.

HEW AuDrr AGEcNC REvixws AND
Aumrrs

§ 430.310 What the HEW Audit Agency
does.

The HEW Audit Agency (Audit
Agency) in the HEW Inspector Gener-
al's Office conducts both routine and
special reviews and audits. These are
to assure that Federal funds are being
spent properly and prudently.

§ 430.311 Audit Agency reports.

Upon completion of an audit or
other review, the Audit Agency re-
leases Its final report. The report con-
tains the Audit Agency's findings on
the practices reviewed and the allowa-
bility of expenditures audited.

§ 430.312. Action after Audit Agency
review.

When the Audit Agency questions a,
claim, the Administrator may disallow
m and notify the State agency ac-

cordingly. When the Audit Agency
finds problems of compliance, the
Bureau Director decides whether to
take formal compliance action and no-
tifies the State agency accordingly.
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Subpart E- Hearing Procedures for Stater
Agancies

G EERAL

§1130.400 Scope.
(a) General. The act requires that

State agency be given an opportunity
for a hearing on certain matters. Hear-
ing procedures described in this sub-
part apply to:

(1) Reconsideration of a disapproved
State plan or plan amendment that is
treated as a new plan; and

(2) Notification of formal compli-
ance or conformity action.

(b) Negotiations. Nothing in this
subpart limits negotiations between
the Department and the State agency.

§ 430.01 General rules.
(a) Kow to get records. All papers

filed in connection with a bearing are
available for inspection and copying in
the office of the HCFA hearing clerk.
Individuals should direct inquiries to
the Central Information Center, De-
partment of Health, Education, :and
Welfare, 200 Independence Avenue
SW., Washington, :D.C. 20201.

(b) How to file and serve papers
Anyone who wishes to submit papers
for the docket shall file with the
HCFA hearing clerk an original and
two copies, but only originals of exhib-
its and testimony transcripts. Anyone
who wishes papers to be part of the
record shall also serve copies on all
parties by personal delivery or by mail.
Service on a party's designated attor-
ney is the same as service on the
party.

(c) When rules are suspended. The
Administrator or the presiding officer
may, after notifying all parties,
modify or waive any rule in §§ 430.401-
430.421 if he or she decides the action
is equitable and will not unduly preju-
dice the rights 1fany Tarty.

ARaANGELE=TS TOR HEARINGS

§ '130.405 'How to-request hearing.
A State agency has UD days from ike-

ceipt of HCFA's -written notice of
State plan disapproval or intended
compliance,or conformity action to re-
quest a formal hearing. The State
agency makes its request in writing to
the Administrator ".vith -copy to the
Regional -Medicaid Director.

§ 430.406 Ilow request is acknowledged.
(a) .Notice of hearing. Within 30 days

of receiving a hearing request, the Ad-
ministrator will notify 1he State
agency In writing of the date, time,
and place of the 'hearing and of the
issues to be considered. The Adminis-
trator -will -also -publigh the ihearing
notice in the FsEDERA REGISTER.

(b) When the ,hearing -musZ be Lst
The date set -for a hearing will be at
least 20., but not more than 60, days
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from the date the State agency re-
ceives the hearing notice. However,
the State agency and the Administra-
tor may'agree in -riting to a different
date.

§ 430.407 What the -hearing issues are.
(a) General. The issues at a hearing

are those included in the notice to the
State sgency described in § 430.405.

(b) How the Administrator may add
issues. At least 20 days before a sched-
uled hearing, the Administrator will
notify the State agency by letter of
any additional issues to be considered.
The Administrator will also publish
this notice in the FEDERAL REGISTER. If
the State agency does not receive its
notice in the required time, any party
may request the Administrator to
postpone the hearing. If a request is
made, the Administrator will set a new
hearing date that is at least 20, but
not more than 60, days from the date
the State agency receives the hearing
notice.

(c) How actions by the State agency
may cause the Administrator to add,
modify, or remove issues. The Admin-
istrator may add, -modify or remove
issues if, for example, the State
agency.
(l) changes its practices to comply

with Federal requirements and its
State plan; or

(2) conforms its State plan to Feder-
al requirements and pertineflt court
decisions.
,(d) What happens -when State action

causes the Administrator to add,
modify, -or remove issues.
(1) If the Administrator specifies

new *or modified Issues, the hearing
will proceed on these issues.

(2)(i) If the Administrator removes
an issue, the hearing will proceed on
the remaining issues. If the Adminis-
trator Temoves all the issues, he or she
will terminate the hearing proceed-
ings. The Administrator may termi-
nate hearing proceedings -or remove
issues before, during, or after the
hearing.

(ii) Before Temoving any issue the
Administrator will notify all parties
other than the'State :of the issue. This
notice -contains the reasons for remov-
ing the issue. Within 20 days of the
date of this notice the parties may
submit comments 'in writing on the
merits of the proposed xremoval. The
Administrator will consider these com-
ments and they become a part .of the
record.
§ 430.408 What the purpose o- -a lhearing

is.
The _purpose ,of ithe hearing is to re-

ceive factual evidencq, including
expert opinion testimony, related to
the issue. The 1presiding officer -will
not allow argunment, as evidence. How-

ever, he or she may allow argument In
statements, memoranda, or briefs.

§ 430.409 Who presides.
The presiding officer at a hearing is

the Administrator or a person he or
*she appoints. If the Administrator ap-
points a presiding officer, the Adminis-
trator will send copies of the appoint-
ment notice to all parties. I
§ 430.410 How to be a party or an amiicus

curiae to u hearing.

(a) HEW and State agency. HEW
and the State agency are parties to'a
hearing without having to request par-
ticipation.

(b) Other parties or amici curiae.
Any individual or group wishing to be
a party or amicus curiae to a hearing
must file a petition with the HCFA
hearing clerk no more than 15 days
following publication of the hearing
notice in the FEDERA. REGISTER, A peti-
tioner who wishes to be a party must
also provide a copy of the petition to
each party of record at that time.

'(c) What must be in a petition. The
petition must state concisely:

(1) The petitioner's interest In the
proceedings;

(2) Who will appear for the petition-
r;

(3) the issue on which the petitioner
wishes to participate; and

(4) Whether the petitioner Intends
to present witnesses, if the petitioner
wishes to be a party.

(d) What happens to a petition. (1)
the presiding officer will determine
promptly whether each petitioner has
the necessary interest in the proceed-
ings and permit or deny the petition
accordingly and In writing. Before
making this determination the presid-
ing officer will allow any party to file
comments on the petition to be a
party. Any party -wishing to file com-
ments must -do so within 5 days of re-
ceiving the petition. If the presiding
officer -denies the petition, he ,or she
will state the reasons.

,(2) The presiding officer may decide
that individuals or groups, who have
become parties on petition, have
common interests. He or she may then
request that they designate a single
representative or may recognize one or
more of 'the parties to represent all of
them.

(e) What rights parties have. Any
party may:

.(l) Appear by counsel or other au-
thorized representative in all hearing
proceedings;

(2) 'Participate in any prehearing
conference held by the presiding offl-

cer; -

(3) 'Stipulate facts that, If uncontest-
ed, -will become rparitof the record;

(4)JMake opening.statements;
(5) Present relevant evidence;
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(6) Present witnesses who must be
available for cross-examination by
other parties;

(7) Present oral arguments at the
hearing; and

(8) Submit written briefs, proposed
findings of fact, and proposed conclu-
sions of law, after the hearing.

(f) What rights amici curiae have.
Any amicus curiae may:

(1) Present an oral statement at the
hearing at the point in the proceed-
ings specified by the presiding officer;

(2) Submit a written statement of
position to the presiding officer before
the hearing begins;

(3) Submit a brief or written state-
ment at the same time as the parties
submit briefs.

-if an amicus curiae submits a writ-
tehi statement or brief, he or she shall
serve a copy on each party:

ConDucTr OF HEARING

§ 430.415 Authority of presiding officer.
(a) General. It is the duty of the pre-

siding officer to conduct a fair hear-
ing, avoid delay, maintain order, and
make a record of the proceedings. He
or she has authority to carry out these
duties. This includes the authority to:

(1) Regulate the course of the hear-
ing:

(2) Regulate the participation and
conduct of parties, amici curiae, and
others at the hearing.

(3) Rule on -procedural matters nd,
if necessary, issue protective orders or
other relief to a party against whom
discovery is sought;

(4) Take any action authorized by
the rules in this subpart or in confor-
mance with 5 U.S.C. 551-559;

(5) Make a final decision, if the Ad-
ministrator is the presiding officer,

(6). Administer oaths and affirma-
tions;

(7) Examine witnesses; and
(8) Receive or exclude evidence, or

rule on or limit evidence or discovery.
(b) What the presiding officer cannot

do. The presiding officer does not have
the authority to compel by subpena
the production of witnesses, papers, or
other evidence. 000

(c) When the presiding officer's -au-
thority is limited. If the presiding offi-
cer is not the Administrator, he or she
does hot have the authority to:

(1) Make a final decision, but shall
certify the entire record to the Admin-
istrator, including recommended find-
ings and decisions;

(2) Recommend reduction or with-
holding of FFP in -matters of compli-
ance and conformity.

§ 430.416 Discovery.
Any party has the right to conduct

discovery against other parties. These
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discovery proceedings are subject to
rules 26-37, Federal Rules of Civil Pro-
cedure. The presiding officer shall
promptly rule on any written objec-
tion to discovery and may restrict or
control discovery so as to prevent
undue delay in the hearing. If any
party fails to respond to discovery pro-
cedures, the presiding officer may
issue any order and impose any sanc-
tion (other than contempt orders) au-
thorized by rule 37 of the Federal
Rules of Civil Procedure.

§430.417 ttow evidence is handled.
(a) Testimony. Witriesses, under

oath or affirmation, give oral testimo-
ny at a hearing. All witnesses must be
available at the hearing for cross-ex-
amination by all parties.

(b) Rules of evidence. Technical
rules of evidence do not apply to hear-
ings described in this subpart. The
presiding officer applies wlatever
rules or principles are necessary to
assure disclosure of the most credible
evidence available and to subject testi-
mony to cross-examination. Cross-ex-
amination may be on any material
matter regardless of the scope of
direct examination.

§430.418 What happens to unsponsored
written material.

Letters and other written material
regarding matters at Issue, when not
submitted specifically on behalf of one
of the parties, become part of the cor-
respondence section of the docket.
This material is not part of the evi-
dence or the record.

§ 430.419 What the record is.
(a) Official transcript. HEW desig-

nates the official reporter for a hear-
ing. The HCFA hearing clerk has the
official transcript of testimony, as well
as any other materials submitted with
the official transcript. The parties and
the public may obtain transcripts of
testimony from the official reporter at
rates which do not exceed a maximum
fixed by contract between the reporter
and HEW. Upon notice to all parties.
the presiding officer may authorize
corrections to the transcript which In-
volve matters of substance.

(b) Record. The record for the hear-
ing decision consists of the transcript
of testimony, exhibits, and all papers
and requests filed in the proceedings
except for the correspondence section
of the docket. The record includes rul-
ings and any decisions.

AFrna T H HEAPmG

§ 430.420 Posthearing briefs.
The presiding officer shall fix the

time for filing posthearing briefs.
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These may contain proposed findings
of fact and conclusions of law. The
presiding officer may permit filing of
reply briefs.

§ 430.421 Decisions.

(a) When the Administrator is pre-
siding officer. If the Administrator ap-
points a presiding officer.

(1) After the time for filing posth-
earing or reply briefs has expired, the
presiding officer shall certify the
entire record including his or her rec-
ommended findings and proposed deci-
sion to the Administrator.

(2) The Administrator will provide
copies of the recommended findings
and proposed decisions to all parties
and amici curiae. Within 20 days, a
party may file with the Administrator
exceptions to the recommended find-
ings and proposed decision. The party
must file a supporting brief or state-
ment with the exceptions.

(3) The Administrator will review
the presiding officer's recommended
findings and proposed decision and,
within 60 days of receiving them, issue
a final decision. The Administrator
will provide copies of that decision to
all parties and amici curiae.

(c) When the decision involves non-
conformity or noncompliance. When
the Administrator decides, after a
formal hearing, that nonconformity or
substantial noncompliance exists, the
final decision will state whether fur-
ther payments to the State agency will
be withheld entirely or will be limited

- to categories not affected.

§ 430.422 When a decision involving non-
conformity or noncompliance becomes
effective.

The Administrator's decision will
specify the effective date for any with-
holding of Federal payments because
of nonconformity or substantial non-
compliance. This effective date cannot
be earlier than the date of the Admin-
istrator's decision or later than the
first day of the next calendar quarter.

(Sec. 1102 of the Social Security Act; 49
Stat. 647 (42 U.S.C. 1302).)
(Catalog of Federal Domestic Assistance
Program No. 13.714, Medical Assistance Pro-
gram.)

Dated: June 12, 1978.
Wxiwv D. FULLERTON,

Acting Administrator, Health Care
Financing Administration.

Approved: August 19, 1978.

HAT CHA=ON,
Acting Secretary.

(FR Doe 78-23944 Filed 8-24-78; 8:45 am]
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NOTICES

[3128-01]

DEPARTMENT OF ENERGY-

Bonneville Power Administration

PROPOSED 1979 WHOLESALE RATE INCREASE

Availability of Draft Environmental Impact
Statement

AGENCY: Department of Energy.

ACTION: Notice of Availability.

SUMMARY: Notice is hereby given
that the Bonneville Power Administra-
tion (BPA), Department of Energy
(DOE), has issued a draft environmen-
tal impact statement (EIS) on its Pro-
posed 1979 Wholesale Rate Increase.
This EIS is issued pursuant to DOE's
implementation of the National Envi-
ronmental Policy Act of 1969. BPA has
prepared a draft proposal which calls
for a 90-percent revenue increase re-
flected in the wholesale rates charged
to public utilities, direct service indus-
tries, and other customers in its serv-
ice area, as well as to customers out-
side that area. The draft EIS discusses
the proposal, the reasons for it, alter-
natives to it, the methods by which
the proposed rates were determined,
and the possible environmental ef-
fects.

Public comments will be received on
both the draft environmental state-
ment and the rate proposal. A notice is
being published in the FEDERAL REGIS-
TER concurrently with this Notice, an-
nouncing the rate proposal and giving
the dates of the public information
and public comment meetings which
will be held in conjunction with the
proposal.

Those meetings will also serve as
public meetings on the draft EIS. A
final EIS will be prepared, reflecting
the comments received during the
review period, and a final rate propos-
al will be transmitted to the Economic
Regulatory Administration within
DOE.

Copies of the draft EIS statement
are available for public inspection at
designated Federal depositories (for
locations, contact the Environmental
Manager, BPA, P.O. Box 3621, Port-
land, Oreg. 97208) and at DOE public
document rooms located at:
Library, DOE, Room 1223, 20 Massachusetts

Avenue NW., Washington, D.C.
BPA, Washington, D.C. Office, Interior

Building, 18th and C Streets NW., Wash-
Ington, D.C.

Library, BPA Headquarters, 1002 Northeast
Holladay Street, Portland, Oreg.

And in the following BPA Area and
District Offices:
Eugene District Office, U.S. Federal Build-

ing, 211 East Seventh Street, Room 206,
Eugene, Oreg.

Idaho Falls District Office, 531 Lomax
Street, Idaho Falls, Idaho.

J

Kalispell District Office, Highway 2 (East of
Kalispell), Kalispell, Mont.

Portland Area Office. Lloyd Plaza Building,
919 Northeast 19th Avenue, Room'210,
Portland, Oreg.

.Seattle Area Office, 415 First Avenue North,
Room 250, Seattle, Wash.

Spokane Area Office, U.S. Court House,
Room 561, West, 920 Riverside Avenue,
Spokane, Wash.

Walla Walla Area Office, West 101 Poplar,
Walla Walla, Wash.

Wenatchee District Office, U.S. Federal
Building, Room 314, 301 Yakima Street,
Wenatchee, Wash.

This document is being furnished to
various Federal, State, and local agen-
cies with environmental expertise, or
which are otherwise likely to be inter-
ested in, or affected by, the proposed
program. Copies of the document are
also being furnished to State and local
clearinghouses and to other interested
groups and individuals.

A limited number of single copies
are available for distribution by con-
tacting the Environmental Manager,
Bonneville Power Administration, P.O.
Box 3621, Portland, Oreg. 97208; and
the BPA Area and District Offices
mentioned above.

Questions concerning the draft EIS
may be addressed to Mr. John Kiley,
Environmental Manager, at the Port-
land, Oreg., post office box address
above.
DATE: 'Comments by November 30,
1978.
ADDRESS: Comments to P.O. Box
3621, Portland, Oreg. 97208.
FOR FURTHER INFORMATION
CONTACT:

John Kiley, Environmental Man-
ager, Bonneville Power Administra-
tion, P.O. Box 3621, Portland, Oreg.

- 97208, 503-429-5137.

Issued in Washington, D.C., August
23, 1978.

WnLiAm S. HEFFELFNGEn,
Director ofAdministration.

[FR Doc. 78-24092 Filed 8-24-78; 8:45 am]

[3128-01]

PROPOSED WHOLESALE POWER RATES AND
OPPORTUNITIES FOR PUBLIC REVIEW AND
COIVIENT -

AGENCY: Bonneville Power Adminis-
tration (BPA), Department of Energy.
ACTION: Notice of Proposed Whole-
sale Power Rates and Opportunities
for Public Review and Comment.
SUMMARY: The BPA Administrator
has made a repayment study of the
Federal Columbia River Power System
(FCRPS) showing the need for ap-
proximately a 90-percent increase in
revenues to meet cost recovery crite-
ria. The proposed wholesale power

rate schedules plus an increase in
transmission rates, which will be pro-
posed at a later date, will produce the
necessary revenues. Opportunities will
be presented for interested persons to
review the studies made in developing
the proposed rates, to participate in
public information and public com-
ment forums, and to submit written
comments. BPA will evaluate all writ-
ten and oral comments and other in-
formation received for consideration
in the development of the proposed
wholesale power rates which BPA sub-
mits through the Assistant Secretary
for Resource Applications (AS-RA) to
the Economic Regulatory Administra-
tion (ERA) for confirmation and ap-
proval. As a result of public partici-
pants' comments, the proposed rates
ultimately submitted to ERA may
vary from those tentatively proposed
in this Notice.
DATES: The Public Information
Forums and Public Comment Forums
will be held on the following dates at
the locations indicated. On September
11 and November 1, 1978, at the BPA
Auditorium, 1002 NE. Holladay Street,
Portland, Oreg.; on September 12 and
November 2, 1978, at the Eugene
Hotel, 222 East Broadway, Eugene,
Oreg.; on September 13 and November
13, 1978, at the Blakeley Room, Seat-
tle Center, Seattle, Wash.; on Septem-
ber 14 and November 6, 1978, at the
Federal Building Auditorium, 825
Jadwin Avenue, Richland, Wash.; on
September 18, 1978, at the Wenatchee
Room, Thunderbird Motor Inn, 1225
North Wenatchee, Wenatchee, Wash,,
and on November 8, 1978, at City Hall,
Chelan Avenue and Yakima Street,
Wenatchee, Wash.; on September 19
and November 14, 1978, at the Terrace
Rooms, Ridpath Hotel, West 515 Spra-
gue, Spokane, Wash.; on September 20
and November 15, 1978, at the Tudor-
Burgundy Room, Holiday Inn, High-
way 10 West and Mullan Road, Mis-
soula, Mont.; and on September 21 and
November 7, 1978, at the Intermoun-
tain Science Experience Center Audi-
torium, 1776 Science Center Drive,
Idaho Falls, Idaho. The forums will
begin at 7 p.m.

Written comments on the proposed
rate schedules are due on or before
November 30, 1978.
ADDRESSES: Written comments not
submitted at the Public Comment
Forums should be submitted to the
Public Involvement Coordinator, Bon-
neville Power Administration, P.O.
Box 12999, Portland, Oreg. 97212.
FOR FURTHER INFORMATION
CONTACT:

Ms. Donna Lou Geiger, Public In-
volvement Coordinator, P.O. Box
12999, Portland, Oreg. 97212, 503-
234-3361, ext. 4715.
Mr. John H. Alberthal, Area Man-
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sager. Room 201, '919 NE. 19th
Avenue, -Portland. -Oreg. 97208. 503-
234 -3361, ext. 4551.
Mr- ladd Sutton. District Manager.
Room 206,2. :East Seventh Avenue.
Eugene., Oreg. 9401. 503-345-031L

r. NormanA- Gilchrist. Area Man-
-ager, Room 51L -West 920 Riverside
Avenue, Spokane, Wash. 1920L 509-
-456-2500 ext 2518.
Mr. Ronald XE. 'WilkersonL District
Manager.7 -0. Box 758, Malispell.
Mont. 59901, 406-755-6202.
Mr. Joseph J. Anderson, District
Manager. Room 314, 301 'Yakima
Street, Wenatchee, Wash. 98801,
509-552-4377. ext. 379.
lr. George A. Tupper. Area Man-
ager. Room .250. 415 First Avenue
North. Seattle, 'Wash. '9109, 206-
442-4130.
-Mr. Harold M. Cantrell, Area Man-
ager, Vest 101 -Popular, Walla
Walla. 'Wash. 99362, 509-525-5500.
ext. 701.
WT. Martin 'C. Derksema, District
Manager, 531 Iomax 'Street. Idaho
'Falls, Idaho 83401, 208-523-2706.

SUPPLEMENTARY TIFORMATION:
On January 18, 1978, the Bonneville
Power Administration (BPA) pub-
lished in the FzsEPi. RxisTER (43 FR
2659) a 'Notice of Intent to Develop
Revised Wholesale Power Rates." In
that Notice. BPA announced it would
follow procedures similar to BPA's
"'rocedure for Public Participation in
Marketing Policy Formulation" (42
FR -62950) to -afford members of the
public an opportunity to participate in
the formulation of the wholesale
power rates.

'The BPA Admhiistrator has con-
ducted a repayment study of the Fed-
eral 'Columbia River Power System
(FCRPS) to determine the revenue
necessary to recover the cost of pro-
ducing and transmitting the electric
power BPA markets and to repay with
interest 'the Federal investment in the
FCRPS -s equired-bymstatute. Results
of the study :show the need for ap-
proximately -a '90-percent increase in
revenues. The 'proposed wholesale
power 'rates plus an increase in trans-
mission Tates. 'which -will be proposed
at a later date, will roduce the neces-

'sary increase in total Tevenues. The
proposed rates Teflect consideration of
recommendations received from SPA
customers -and 'the p'blic following an-
nouncement 'of BPA's Notice -of -Intent
to Develop Revised .Wholesale Power
Rates and were 'prepared 'by the Ad-
ministrator pursuant 'to 16 U.S.C. 832
e'and t; w95 j. , and ]; '37 d; and 838 g
and h.

In The process of developimg its pro-
posedwbhoesale power rates, -BPA con-
sidered -revenue requirements, vost of
service, marginal costs, conservation,
environmental impact, ease ;f admin-
istration, stability and continuity, and
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consumer understanding and accept-
ance. Specifically, the 3naJor studies
which -were conducted znd -are availa-
ble for review at EPA headquarters lo-
cated at 1002 2IE. Holaday St-eet.
Portland. Oreg are:

1. Cost-of-Service Methodology
Study.

2. FCRPS Repayment Study.
3. FCRPS Average Cost-of-Service

Study.
4. FCRPS Long-Run Incremental

Cost-of-Service Study.
5. Irrigation Impact Study.
'6. Time-Differentiated Average Cost

Rate Study.
7- Rate Design Study.
Environmental Impacts of the rate

proposal also have 'been considered.
and -a draft Environmental Impact
Statement (EIS) on the 1979 Rate Pro-
posal has been prepared.

Pursuant to Secretarial Delegation
Order No. 0204-4. and the Joint rule
entitled -Transfer -of Proceedings to
the Secretary of Energy and the Fed-
eral Energy Regulatory -Commission."
the Secretary delegated rate approval
authority to the Economic Regulatory
Administration LERA). Following
public Teview ,of and comment on the
proposed rates, BPA will modify the
proposal to the extent appropriate. On
or about June 1, 1979. BPA 'will file Its
final rate proposal with EF through
AS-RA in time :or review, confirma-
tion. and approval by December 20.
1979. It is further contemplated that
proposed new transmission rates will
be -developed -and submitted for ap-
proval in time to be placed into effect
by July L 1980. which is the .earliest
date that the transmission contracts
currently permit a rate adjustment.

BPA'7s proposed rate schedules are:

I. ?aorosm RaTE Scynnmxs AnD
:Gm-R, RATE ScmEm=uL Pnovisios

A. sCHEDULES C-S-W;HOLES.M.E YIRM
POWER STE

Section L Avaiabi ity: 'This sched-
ule is available for the Turchase 'of
firm power for resale or for dfirect con-
sumption- by purchasers other than
direct-service industrial purchasers
covered under rate Schedules IF-2 or
MP-2.

Sec. 2. Rate:
a. Demand .harge: 1) for the billing

months December through May.
Monday through Saturday. 7 am.
through 10 p.m- SL55 per kilowatt of
billing demand: (2) for the billing
months June through 'November.
Monday through Saturday. 7 a.m.
through 10 p.m.: S1.30 per kilowatt of
billing demand, and (3) -all other
hours: no demand charge.

b. Energy -harge: 4.9 nulls per kilo-
watt-hour -of billing energy.

Sec.'3. .Biing factors: The factors to
be used in determining the billing for
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firm power purchased under this
scheduleare as follows:

a. For 'any purchaser designated by
the Administrator to purchase on a
computed demand basis because of
such purchaser's potential ability
either to sell generation from its re-
sources in such a manner as to in-
crease the Administrator's obligition
to deliver firm power to such purchas-
er in an amount in excess of the Ad-
ministrator's obligation prior to such
sale, or to redistribute the generation
from Its resources over time in such a
manner as to cause losses of power or
revenue on the Federal system: pro-
tided. how- ever. that when a purchas-
er ,operates two or more separate sys-
tems. only those systems designated
by the Administrator will be covered
by this subsection:

(1) the peak computed demand for
the month: (2) the average energy
computed demand for the month: (3) -
60 percent of the highest peak com-
puted demand during the previous 11'
months: (4) 60 percent of the highest
average energy computed demand for
the previous 11 months. (5) the meas- I
ured demand for the month: -6) the?
measured energy for the month: and
(7) the contract demand as specified in
an agreement between a purchaser
and the Administrator for a specified
period of time.

b. For any purchaser 'ot designated
to purchase under subsection 3a: (1)
the contract demand as specified in

the contract (2) the measured demand
for the month: and (3) the measured'
energy for the month.

c. For any purchaser fcontractually
limited to an allocation of capacity
and/or energy as determined by the
Administrator pursuant -o the terms
of a purchaser's power sales contract.
(1) the allocated demand for the
month, as specified in the contract: (2)'
the measured demand for the 'month;,
(3) the -allocated energy for the
month, as specified in the contract;, (4)
the measured 'energy for the month.

Sec. 4. Determination of billing1

demandjand bffllngenergy:
a. For a purchaser governed by sub-

section 3a:
(1) the billing demand for-he month

during peak load hours shall be the
largest of factors 3a3). 2a(47, and
3a(5). or 3a(7). FActor'aD(5). before ad-
Justment for -power factor, shall not
exceed the largest ,of factors 3a(1),
3a(2). or 3a(7) if applicable. At such
time as the Administrator determines
that the limitation in -such section 3c
is necessary. the biling demand tor
the month shall be factor 3c(2). Bill-
ing 'demand factor 3c(2). before -adjust-
ment for 'power factor, shall .not
exceed factor 3cQ).

'(2) the billing 'factor for energy 'used
during the month shall be factor3a(6)
except that at such 'time us the Ad-
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ministrator determines that the limi-
tation in section 3c is necessary, the
billing factor for energy shall be
factor 3c(4), provided, however, that
factor 3c(4) shall not exceed factor
3c(3).

(b) For a purchaser governed by sub-
section 3b:

(1) The billing demand for the-
month shall be factor 3b(1) or 3b(2),
as appropriate to the terms of the
power sales contract. At such time as
the Administrator determines that the
limitation in subsection 3c is neces-
sary, the billing demand for the
month shall be factor 3c(2). Billing
demand factor 3c(2), before adjust-
ment for power factor, shall not
exceed factor 3c(1).

(2) The billing factor for energy
used during the month shall be factor
3b(3) except that at such time as the
Administrator determines that the
limitation in subsection 3c is neces-
sary, the billing factor for energy shall
be factor 3c(4). provided, however,
that factor 3c(4) shall not exceed
factor 3c(3).

Sec. 5. Adjustments:
a. Power factor:'Except as herein-

after provided, the adjustment for
power factor wherever specified in this
rate schedule shall be made by in-
creasing the appropriate billing fac-
tors for each month by 1 percent'for
each 1 percent or major fraction
thereof by which the average lagging
power factor at which energy is sup-
plied during such month is less than
95 percent, such average power factor
to be computed to the nearest whole
percent from the formula given in § 9.1
of the General Rate Schedule Provi-
sions.

The Administrator may, if he consid-
ers It desirable, determine the average
leading power factor. If leading power
factor as well as lagging power factor
is determined, the adjustment for
power factor shall be made by increas-
ing the appropriate billing factors for
the month by 1 percent for each 1 per-
cent or major fraction thereof by
which the average lagging or the aver-
age leading power factor is less than
95 percent, whichever results in the
larger adjustment.

The adjustment for power factor
may be waived in whole or in part to
the extent that the Administrator de-
termines that an average power factor
of less than 95 percent lagging or 95
percent leading would in any particu-
lar case be beneficial to the Govern-
ment. Unless specifically otherwise
agreed, the Administrator may, if nec-
essary to maintain acceptable operat-
ing conditions on the Federal system,
restrict deliveries of power to a pur-
chaser at a point of deliveryor for a
system at any time that the power
factor for all classes of power deliv-
ered to a purchaser at such point of
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delivery or for such system is below 75"
percent lagging or 75 percent leading.

b. At-site power: At-slte power pur-
chased for consumption by a purchas-
er shall be used within 15 miles of the
powerplant specified in the power
sales contract. At least 90 percent of
any at-site power purchased for resale
shall be used within 15 miles of the
specified powerplant.

The monthly demand charge for at-
site firm power will be reduced by
S0.257 per kilowatt of billing demand.

At-site firm power will be made
available -at a Federal hydroelectric
generating plant or at a point adjacent
thereto, and at a voltage, all as desig-
fiated by the Administrator. If deliv-
eries are made from an interconnec-
tion with the Federal system other
than at one of such designated points,
the purchaser shall pay an amount
adequate to cover the annual cost of
the facilities which would have been
required to deliver such power to such
point from either the generator bus at
the generating plant, or from the adja-
cent point as designated by the Ad-
ministrator. This charge shall be in
addition to the charge determined by
application of section 2 of the rate
schedule as reduced by the provisions
of this subsection. The total amount
of at-site firm power sold from any
plant shall not exceed the amount of
such power determined by the Admin-
istrator to be available at such plant.

Sec. 6. Unauthorized increase: Any
amount by which a. any 60-minute
clock-hour integrated or scheduled
demand exceeds the sum of the appli-
cable contract, computed, or allocated
demand, plus any applicable sched-
uled, measured, or contract demand
for power which the purchaser ac-
quires from sources other than the
Administrator during such hour, or b.
the excess of deliveries to a computed
demand purchaser in any billing
month above the amount of firm
energy to which- a purchaser is enti-
tled (average computed demand multi-
plied by the number of hours in the
month) may be considered an unau-
thorized increase (overrun).

The charge for each overrun or the
excess kilowatthours over the amount
of firm energy the purchaser is enti-
tled to shall be SO.10 per kilowatthour.
Each 60-minute clock-hour integrated
demand or scheduled demand so over-
running the sum of the demands
herein described shall be considered
separately.

Sec. 7. General provisions: Sales of
power under this schedule shall be
subject to the provisions of the Bonne-
ville Project Act, as amended, and to
the applicable General Rate Schedule
Provisions.

B. SCHEDULE EC-9-RESERVE POWER RATE

Section 1. Availability: This sched.
ule is available for the plarchase of;

a. Firm power to meet a purchaser's
unanticipated load growth as provided
in a purchaser's power sales contracts;

b. Power for which the Administra.
tor determines no other rate schedule
is applicable;

c. Power to serve a purchaser's firm
power loads In circumstances where
the Administrator does not have a
power sales contract in force with a
purchaser.

Sec. 2. Rate:
a. Monthly demand charge: (1) For

the period Monday through Saturday.
7 a.m. through 10 p.m.: 84.10 per kilo.
watt of billing demand: (2) all other
hours: No demand charge.

b. Energy charge: 17.0 mills per kilo.
watt-hour of billing energy.

Sec. 3. Billing factors: The factors to
be used In determining the billing for
reserve power purchased under this
schedule are as follows:

a. The contract demand as specified
in the contract:

b. The measured demand:
c. The contract amount of energy

for the month:
d. The measured energy for the

month:
e. Power factor.
Sec. 4, Determination of billing

demand and billing energy: The billing
demand and billing energy shall be de-
termined as provided in a purchaser's
power sales contract. If the Adminis.
trator does not have a power sales con-
tract in force with a purchaser, the
billing demand and billing energy
shall be the measured demand adjust-
ed for power factor and measured
energy.

Sec. 5. Unauthorized increase: Any
amount by which a. any 60-minute
clock-hour integrated or scheduled
demand exceeds the sum of the appli.
cable contract, computed, or allocated
demand, plus ,any applicable sched-
uled, measured, or contract demand
for power which the purchaser ac.
quires from sources other than the
Administrator during such hour, or b.
the excess of deliveries to a computed
demand purchaser in any billing
month above the amount of firm
energy to which a purchaser is enti-
tled (average computed demand multi-
plied by the number of hours in the
month) may be considered an unau-
thorized increase (overrun). The
charge for each overrun or the excess
kilowatt-hours over the amount of
firm energy the purchaser Is entitled
to shall be $0.10 per kilowatt-hour.
Each 60-minute clock-hour integrated
demand or scheduled demand so over-
running the sum of the demands
herein described shall be considered
separately.
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See.- 6. Power factor adjustment:
Except as hereinafter provided, the
adjustment for power factor, wherever
specified in this rate schedule or in
the power sales contract, shall be
made by increasing the appropriate
billing factors for each month by 1
percent for each 1 percent or major
fraction thereof by which the average

'agging power factor at which energy
is supplied during such month is less
than 95 percent, such average power
factor to be computed, to the nearest
whole percent, from the formula given
in § 9.1 of the General Rate Schedule
Provisions.

The Administrator may, if he consid-
ers it desirable, determine the average
leading power factor. If leading power
factor as well as lagging power factor
is determined, the adjustment for
power factor shall be made by increas-
ing the appropriate billing factors for
the month by 1 percent for each 1 per-
cent or major fraction thereof by
which the average lagging or the aver-
age leading power factor is l.ess than
95 percent, whicheyer results in the
larger adjustment.

The adjustment for power factor
may be waived in whole or in part to
the extent that the Administrator de-
termines that an average power factor
of less than 95 percent lagging or 95
percent leading would in any particu-
lar case be beneficial to the Govern-
ment. Unless specifically otherwise
agreed, the Administrator may, if nec-
essary to maintain acceptable operat-
ing conditions on the Federal System,
restrict deliveries of power to a pur-
chaser at a point of delivery or for a
system at any time that the power
factor for all classes of power deliv-
ered to a purchaser at such point of
delivery or for such system is below 75
percent lagging or 75 percent leading.

Sec. 7. General provisions: Sales of
power under this schedule shall be
subject to the provisions of the Bonne-
ville Project Act, as amended, and to
the applicable General, Rate Schedule
Provisions.

C. SCHEDULE IF-2-WHOLESALE POWER
RATE FOR nDUSTRIAL FIRM POWER

Section 1. Avaitability: This sched-
ule is. available for the purchase of in-

- dustrial firm power and/or authorized
increase on a contract demand basis.

Sec. 2. Rate:
a. Demand charge." (1) For the billing

months December through May,
Monday through Saturday, 7 am.
through 10 p=.m: $1.55 per kilowatt of
billing demand; (2) for the billing
months June through November,
Monday through Saturday, 7 a.m.
through 10 pm.: $1.30 per kilowatt of
billing demand; and (3) all other
hours: No demand charge.

b. Energy charge: 4.9 mills per kilo-
watt-hour of billing energy.

Sec. 3. Billing factors: The factors to
be used in determining the billing for
firm power purchased under this rate
schedule are as follows: a. Contract
demand, b. curtailed demand, c. re-
stricted demand, and d. measured
energy.

Sec. 4. Determination of billing
demand and billing energy: The billing
demands for industrial firm power and
authorized increase, respectively, and
for additional power requested by the
purchaser and made available by the
Administrator on an Intermittent basis
will be the lowest of the respective
contract demand, curtailed demand, or
restricted demand after each such
demand is adjusted for power factor.
The billing energy associated with
each of the respective biling demands
will be the measured energy.

Sec. 5. Adjustments:
a. Availability credit.: The purchaser

may be entitled to an annual billing
credit for a restriction to its load. The
amount of the credit for such a re-
striction will be the product of one-
twelfth of the sum of the monthly
billing demands and the value of the
availability credit factor determined
from the appropriate formula below.
Availability credit will be separately
determined for industrial firm power
and authorized increase power.

Formula for
Annual a'allabIlity awalabllty

A credit factor

but les than
.99 1.00 F-0
.90 .99 FP 145 (.99-A)
.75 .90 F49-40A
.00 .75 P-19

b. Power factor: Except as herein-
after provided, the adjustment for
power factor wherever specified in this
rate schedule shall be made by in-
creasing the appropriate billing fac-
tors for each month by 1 percent for
each 1 percent or major fraction
thereof by which the average lagging
power factor at which energy Is sup-
plied during such month Is less than
95 percent.

The Administrator may, if he consid-
ers it desirable, determine the average
leading power factor. If leading power
factor as well as lagging power factor
is determined, the adjustment for
power factor shall be made by increas-
ing the measured demand for the
month by 1 percent for each 1 percent
or major fraction thereof by which
the average lagging or the average
leading power factor Is less than 95
percent, whichever results in the
larger adjustment.

The adjustment for power'factor
may be waived in whole or In part to
the extent that the Administrator de-
termines that an average power factor
of less than 95 percent lagging or 95

percent leading would in any particu-
lar case be beneficial to the Govern-

rient. Unless specifically otherwise
agreed, the Administrator may, if nec-
essary to maintain acceptable operat-
Ing conditions on the Federal system,
restrict deliveries of power to a pur-
chaser at a point of delivery or for a
system at any time that the power
factor for all classes of power deliv-
ered to a purchaser at such point of
delivery or for such system is below 75
percent lagging or 75 percent leading.

c. At-site power:. At-site industrial
firm power shall be'used within 15
miles of the powerplant.

The monthly demand charge for at-
site industrial firm power will be re-
duced by $0.257 per kilowatt of billing
demand.

At-site industrial firm power will be
made available at a Federal hydroelec-
tric generating plant or at a point ad-
Jacent thereto, and at a voltage, all as
designated by the Administrator. If
deliveries are made from an intercon-
nectlon with the Federal system other
than at one of such designated points,
the purchaser shall pay an amount
adequate to cover the annual cost of
the facilities which would have been
required to deliver such power to such
point from either the generator bus at
the generating plant, or from the adja-
cent point as designated by the Ad-
ministrator. This charge shall be in
addition to the charge determined by
application of section 2 of the rate
schedule. The total amount of at-site
industrial firm power sold from any
plant shall not exceed the amount of
such power determined by the Admin-
istrator to be available at such plant.

Sec. 6. Unauthorized increase" Deliv-
eries In excess of the sum of the bill-
Ing demands before adjustment for
power factor and any applicable sched-
uled demands which the purchaser ac-
quires through other contracts will be
assessed a charge of $0.10 per kilowatt-
hour.

Sec. 7. Special conditions-Advance
of energy: The Administrator may
elect to advance energy under terms
and conditions of the purchaser's
power sales contract.

Sec. 8. General provisions" Sales of
power under this schedule shall be
subject to the provisions of the Bonne-
ville Project Act, as amended, and to
the applicable General Rate Schedule
Provisions.

D. SCME L.E LIF-2-WHOLALE POVER
RATE FOR MODIED F= POWER

Section 1. Availability: This sched-
ule is available for the purchase of
modified firm power on a contract
demand basis for direct consumption
by existing direct-service industrial
customers until existing contracts ter-
minate. This schedule is also avaiable
for the purchase of authorized in-
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crease power on a contract demand
basis.

Sec. 2. Rate:
a. Demand charge: (1) For the billing

months December through May,
Monday through Saturday, 7 a.m.
through 10 p.m.: $1.55 per kilowatt of
billing demand; (2) for the billing
months June through November,
Monday through Saturday, 7 a.m.
through 10 p.m.: $1.30 per kilowatt of
billing demand; and (3) all other
hours: No demand charge.

b. Energy charge: 4.9 mills per kilo-
watt-hour of billing energy.

Sec. 3. Billing factors: The factors to
be used in determining the billing for
firm power purchased under this rate
schedule are as follows: a. Contract
demand, b. curtailed demand, e. re-
stricted demand, and d. measured
energy.

Sec. 4. Determination of billing
demand and billing energy: The billing
demand for modified firm power will
be the lower of the contract demand
or the curtailed demand after -each
such demand is adjusted for power
factor. The billing demands for au-
thorized increase power and for addi-
tional power requested by the pur-
chaser and made available by the Ad-
ministrator on an intermittent basis
will be the lowest of the contract
demand, curtailed demand, or restrict-
ed demand. The billing energy associ-
ated with each of the respective billing
demands will be the measured energy.

Sec. 5. Adjustments:
a. Power factor: Except as herein-

after provided, the adjustment for
power factor wherever specified in this
rate schedule shall be made by in-
creasing the appropriate billing fac-
tors for each month by 1 percent for
each 1 percent or major fraction
thereof by which the average lagging
power factor at which energy is sup-
plied during such month is less than
95 percent, such average power factor
to be computed, to the nearest whole
percent, from the formula given in
§ 9.1 of the General Rate Schedule
Provisions.

The Administrator may, if he consid-
ers it desirable, determine the average
leading power factor. If leading power
factor as well as lagging power factor
is determined, the adjustment for
power factor shall be made by increas-
ing the appropriate billing factors for
the month by 1 percent for each 1 per-
cent or major fraction thereof by
which the average lagging or the aver-
age leading power factor is less than
95 percent, whichever results in the
larger adjustment.

The adjustment for power factor
may be waived in whole or in part to
the extent that the Administrator de-
termines that an average power factor
of less than 95 percent lagging or 95
percent leading would in any particu-

lar case be beneficial to the Govern-
ment. Unless specifically otherwise
agreed, the Administrator may, if nec-
essary to maintain acceptable bperat-
ng conditions on the Federal system,

restrict deliveries of power to a pur-
chaser at a point of delivery or for a
system at any time that the power
factor for all classes of power deliv-
ered to a purchaser at such point of
delivery or for such system is below 75
percent lagging or 75 percent leading.

b. At-site power:. At-site modified
firm power shall be used within 15
miles of the powerplant.

The monthly demand charge for at-
site modified firm power will be re-
duced by $0.257 per kilowatt of billing
demand.

At-site modified firm power will be
made available at a Federal hydroelec-
tric generating plant or at a point ad-
jacent thereto, and at a voltage, all as
designated by the Administrator. If
deliveries are made from an intercon-
nection with the Federal system other
than at one of such designated points,
a purchaser shall pay an amount ade-
quate to cover the annual cost of the
facilities which would have been re-
quired to deliver such power to such
point from either the generator bus at
the generating plant, or from the adja-
cent point as designated by the Ad-
ministrator. This charge shall be in
addition to the charge determined by
application of section 2 of the rate
schedule. The total, amount of at-site
modified firm power sold from any
plant shall not exceed the amount of
such power determined by the Admin-
istrator to be available at such plant.

Sec. 6. Unauthorized increase: Deliv-
eries in excess of the sum of the bill-
ing demands before adjustment for
power factor and any applicable sched-
uled demands which the purchaser ac-
quires through other contracts will be
assessed a charge of $0.10 per kilowatt-
hour.

Sec. 7. General provisions: Sales of
power under this schedule shall be
subject to the provisions of the Bonne-
ville Project Act, as amended, and to
the applicable General Rate Shedule
Provisions.

E. SCHEDULE F-7-WHOLESALE FIMI
CAPACITY RATE

Sec. 1. Availability: This schedule.is
available for the purchase of firm ca-
pacity without energy on a contract
demand basis for supply during a con-
tract year of no less than 12 months,
or during a contract season of no less
than a 5-month period each June 1
through October 31.

Sec. 2. Rate:
a. Contract year service: $17.10 per

kilowatt per year of contract demand.
Interim bills will be rendered monthly
at the ratb of $1.425 per kilowatt of
contract demand;

b. Contract season service: $9.50 per
kilowatt per season of contract
demand. Interim bills will be rendered
monthly at the rate of $1.90 per kilo-
watt of contract demand;

c. A purchaser's capacity rate shall
be increased by $0.18 per kilowatt-
month of billing demand for each hour
of monthly demand duration in excess
of 6 hours. A purchaser's demand dura-
tion shall be determined by dividing
the kilowatt-hours supplied under this
rate schedule to a purchaser on the day
of maximum kilowatt-hour use be-
tween the hours of 7 a.m. and 10 p.m.,
excluding Sundays during the month
by a purchaser's contract demand ef-
fective at that time. If, however, the
Administrator does not require the de-
livery of peaking return energy by a
purchaser pursuant to the contract
during certain periods, the additional
hourly charge above will not be made
during such periods;

d. In addition to the charges above, a
purchaser's capacity rate shall be in-
creased by $0.20 per kilowatt per
month of contract demand for power
transmitted over the Pacific North-
west-Pacific Southwest Intertie and
made available at the Oregon-Califor
nia border or the Oregon-Nevada
border.

Sec. 3. Billing factors: The billing
demand will be the contract demand.

Sec. 4. Special provision: Contracts
for the purchase of firm capacity
under this schedule will include provi-
sions for replacement by a purchaser
of energy accompanying the delivery
of such capacity.

Sec. 5. General provisions: Sales of
power under this schedule shall be
subject to the provisions of the Bonne-
ville Project Act, as amended, and to
the applicable General Rate Schedule
Provisions.

F. SCHEDULE J-2-VHOLESALE FIRhIM

EIERGY RATE
Section 1. Availability: This sched-

ule is available for contract purchase
of firm energy, to be delivered for the
uses, in the amounts, and during the
period or periods specified in such con-
tract.

Sec. 2. Rate: 6.0 mills per kilowatt-
hour of billing energy.

Sec. 3. Billing factors: The contract
energy is the billing factor.

Sec. 4. Determination of billing
energy: The billing energy shall be de-
termined as provided in a purchaser's
power sales contract.

Sec. 5. Delivery: Delivery of energy
under this rate schedule is assured
during the contract period. However,
the Administrator may interrupt the
delivery of firm energy hereunder, in
whole or in part, at any time that he
determines that he is unable because
of system operating conditions, nclud-
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ing lack of generation or transmission
capacity, to effect such delivery.
- Sec. 6. Power factor adjustmnent"
Except as hereinafter provided, the
adjustment for power factor, wherever
specified in this rate schedule, shall be
made by increasing the appropriate
billing factors for each month by 1
percent for each 1 percent or major
fraction thereof by which the average
lagging power factor at which energy
is supplied during such month is less
than 95 percent, such average power

-factor to be computed to the nearest
whole percent from the formula given
in section 9.1 of the General Rate
Schedule Provisions.

The Administrator may, if he consid-
ers it desirable, determine the average
leading power factor. If leading power
factor as well as lagging power factor
is determined, the adjustment for
poWer factor shall be made by increas-
ing the appropriate billing factors for
the month by 1 percent for each 1 per-
cent or major fraction thereof by
which the average lagging or the aver-
age leading power factor is less than
95 percent, whichever results in the
larger adjustment.

The adjustment for power factor
may be waived in whole or in part to
the extent that the Administrator de-
termines than an average power factor
of less than 95-percent lagging or 95-
percent leading would in any particu-
lar case be beneficial-to the Govern-
ment. Unless specifically otherwise
agreed, the Administrator may, if nec-
essak-y to maintain acceptable operat-
ing conditions on the Federal system,
restrict deliveries of power to a pur-
chaser at a point of delivery or for a
system at any time that the power
factor for all classes of power deliv-
ered to a purchaser at such point of
delivery or for such system is below
75-percent lagging or 75-percent lead-
ing.

Sec. 7. General provisions: Sales of
energy under this schedule shall be
subject to the provisiorfs of the Bonne-
ville Project Act, as amended, and to
the applicable General Rate- Schedule
Provisions.

G. SCHEDULE H-6-WHOLESALE NONFIRM
ENERGY RATE

Section 1. Availability. This sched-
ule is available for the purchase of
nonfirm energy both within and out-
side the Pacific Northwest. This schfed-
ule is also available for energy deliv-
ered for emergency use under the con-
ditions set forth in section 5.1 of the
General Rate Schedule Provisions.
This schedule is not available for the
purchase of energy which the Admin-
istrator has a firm obligation to
supply.

Sec. 2. Rate:
a. For energy sales to any purchaser

for use in the Pacific Northwest as de-

fined in Pub. L. 88-552: (1) 6 mills per
kilowatt-hour during the period
Monday through Saturday, 7 am.
through 10 p.m.; and (2) 4.5 mills per
kilowatt-hour for all hours of the year
not included in subsection a(l) above.

b. For contracts which refer to this
schedule for determining a value of
energy, the rate is 5.3 mills per kilo-
watt-hour.

c- For all sales not subject to the
conditions in subsections a. or b.
above, the rate, exclusive of the in-
crease In the charge provided for in
subsection e(1) below, for each sale
will be established within the follow-
ing limits as igreed to by the Adminis-
trator and a purchaser prior to the de-
livery. This rate applies to all sales to
customers whose contract provisions
designate a 1-year rate review period
beginning July 1, 1981.

(1) The lower rate limits for these
sales are: (a) 6 mills per kilowatt-hour
during the * period Monday through
Saturday, 7 a.m. through 10 p.m.; and
(b) 4.5 mills per kilowatt-hour for all
hours of the year not included in sub-
section c(lXa) above.

(2) The upper rate limit for these
sales is 15 mills per kilowatt-hour.

d. For all sales not subject to the
conditions In subsections a., b., or c.
above, the rate, exclusive of the in-
crease in the charge provided for in
subsection e(2) below, for each sale
will be established within the follow-
ing limits as agreed to by the Adminis-
trator and a purchaser prior to the de-
livery. This rate applies to all sales to
customers whose contract provisions
designate a 5-year rate review period.

(1) The lower rate limits for these
sales are: (a) 8 mills per kilowatt-hour
during the period Monday through
Saturday, 7 a.m. through 10 p.m.; and
(b) 6 mills per kilowatt-hour for all
hours of the year not included in sub-
section d(l)(a) above.

(2) The upper rate limit for these
sales is 24 mills per kilowatt-hour.

e. (1) The charge provided for in
subsection c. above will be increased
by 0.3 mill, per kilowatt-hour for
energy transmitted over the Pacific
Northwest-Pacific Southwest Inteitle
and made available at the Oregon-
California or the Oregon-Nevada
border for a purchaser whose contract
provisions designate a 1-year rate
review period beginning July 1, 1981.

(2) The charge provided for in sub-
section d. above will be increased by
0.4 mill per kilowatt-hour for energy
transmitted over the Pacific North-
west-Pacific Southwest Intertie and
made available at the Oregon-Califor-
nia or the Oregon-Nevada border for a
purchaser whose contract provisions
designate a 5-year rate review period.

Sec. 3. Delivery: The Administrator
shall determine the aviallbilty of
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energy hereunder and the rate of de-
livery thereof.

See. 4. General provisions: Sales of
energy under this schedule shall be
subject to the provisions of the Bonne-
ville Project Act, as amended, and to
the applicable General Rate Schedule
Provisions.

H. oGE-ERAL RATE SC EULE PROVISIONS

1.1 Firm power:. Firm power is elec-
tric power which the Administrator
will make continuously available to a
purchaser to meet its load require-
ments except when restricted because
the operation of generation or trans-
mission facilities used by the Adminis-
trator to serve such purchaser is sus-
pended, interrupted, interfered with,
curtailed, or restricted as the result of
the occurence of any condition de-
scribed in the Uncontrollable Forces
or Continuity of Service Sections of
the General Contract Provisions of
the contract. Such restriction of firm
power shall not be made until industri-
al firm power- has been restricted in
accordance with section 1.4 and until
modified firm power has been restrict-
ed in accordance with section 1.2.

1.2 Modified firm power:, Modified
firm power is electric power which the
Administrator will make continuously
available to a purchaser on a contract
demand basis subject to: a. the restric-
tion applicable to firm power, and b.
the following.

When a restriction is made neessary
because the operation of generation or
transmission facilities used by the Ad-
ministrator to serve such purchaser
and one or more firm power purchas-
ers is suspended, interrupted, inter-
fered with, curtailed, or restricted as a
result of the occurrence of any condi-
tion described in the Uncontrollable
Forces or Continuity of Service Sec-
tions of the General Contract Provi-
sions of the contract, the Adninistra-
tor shall restrict such purchaser's con-
tract demand for modified firm power
to the extent necessary to prevent, if
possible, or minimize restriction of any
firm power, provided, however, that: a.
such restriction of modified firm
power shall not exceed at any time 25
percent of the contract demand there-
for, and b. the accumulation of such
restrictions of modified fifm power
during any calendar year, expresed in
kilowatt hours, shall not exceed 500
times the contract demand therefor.
When possible, restrictions of modi-
fied firm power will be made ratably
with restrictions of industrial firm
power based on the proportion that
the respective contract demands bear
to one another. The extent of such re-
strictions shall be limited for modified
firm power by this subsection and for
industrial firm power by the Restric-
tion. of Deliveries Section of the Gen-
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eral Contract Provisions of the con-
tract.

1.3 Firm capacity. Firm capacity is
capacity which the Administrator as-
sures will be available to a purchaser
on a contract demand basis except
when operation of generation or trans-
mission facilities used by the Adminis-
trator to serve such purchaser is sus-
pended, interrupted, interfered with,
curtailed, or restircted as the result of
the occurence of any condition de-
scribed in the Uncontrollable Forces
or Continuity of Service Sections of
the General Contract Provisions of
the contract.

1.4 Industrial firm power: Industrial
firm power is electric power which the
Administrator will make continuously
available to a purchaser on a contract
demand basis subject to: a. the restric-
tion applicable to firm power, and b.
the following:

(1) The restrictions given in the Re-
striction of Deliveries Section of the
General Contract Provisions of the
contract.

(2) When a restriction is made neces-
sary because of the operation of gen-
eration or transmission facilities used
by the Administrator to serve such
purchaser and one or more firm power
purchasers is susupended, interrupted,
interfered with, curtailed, or restricted.
as a result of the occurrence of any
condition described in the Uncontrol-
lable Forces or Continuity of Service
Sections of the General Contract Pro-
visions of the contract, the Adminis-
trator shall restrict such purchaser's
contract demand for industrial firm
power to the extent necessary to pre-,
vent, If possible, or minimize restric-
tion of firm power. When possible, re-
strictions of industrial firm power will
be made ratably with restrictions of
modified firm power based'on the pro-
portion that the respective contracat
demands bear to one another. The
extent of such restrictions shall be
limited for modified firm power by sec-
tion 1.2 b. of these General Rate
Schedule Provisions and for industrial
firm power by the Restriction of De-
liveries Section of the General Con-
tract Provisions of the contract.

1.5 Authorized increase: An author-
ized increase is an amount of electric
power specified in the contract in
excess of the contract demand for firm
power, modified firm power, or indus-
trial firm power that the Administra-
tor may be able to make available to
the purchaser upon its- request. The
purchaser shall make such request in
writing stating the amount of increase
requested, the purpose for which it
will be used, and the period for which
It is needed. Such request shall be
made prior to the first calendar month
beginning such specified period. The
Administrator will then determine
whether such increase can be made
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available, but he shall retain the right
to restrict the delivery of such in-
crease if he determines at any subse-
quent time that such increase will no
longer be available.

The purchaser may curtail an au-
thorized increase, in whole or in part,
at the end of any billing month within
the period such authorized increase is
to be made available.

1.6 Firm energy: Firm energy is
energy which the Administrator as-
sures will be available to a purchaser
during the period or periods specified
in the contract except during such
hours as specified in the contract and
when the operation of the Govern-
ment's facilities used to serve the pur-
chaser are suspended, interrupted, in-
terfered with, curtailed, or restricted
by the occurrence of any condition de-
scribed in the Uncontrollable Forces
or Continuity of Service Sections of
the General Contract Provisions of
the contract.

2.1 Contract demand: The contract
demand shall be the number of kilo-
watts that the purchaser agrees to
purchase and the Administrator
agrees to make available. The Admin-
istrator may agree to make deliveries
at a rate in excess of the contract
demand at the request of the purchas-
er (authorized increase), but shall not
be obligated to continue such excess
deliveries.

2.2 Measured demand: Except where
deliveries are scheduled as hereinafter
provided, the measured demand in
kilowatts shall be the largest of the
60-minute clock-hour integrated de-
mands at which electric energy is de-
livered to a. purchaser at each point of
delivery during each time period speci-
fied in the applicable rate schedule
during any billing period. Such largest
60-minute integrated demand shall be
determined from measurements made
as specified in the contract, or as de-
termined in § 3.2 herein. The Adminis-
trator, in determining the measured
demand, will exclude any abnormal 60-
minute integrated demands due to or
resulting from a. emergencies or
breakdowns on, or maintenance of, the
Federal system facilities, and b. emer-
gencies on the purchaser's facilities,
provided that such facilities have been
adequately maintained and prudently
operated as determined by the Admin-
istrator. For those contracts, to which

'the Administrator is a party and
which provide for delivery of more
than one class of electric power to the
purchaser at any point of delivery, the
_portion of each 60-minute integrated
demand assigned to any class of power
shall be determined as specified in the
contract., The portion of the total
measured demand so assigned shall
constitute the measured demand for
each such class of power.

If the flow of electric energy to a
purchaser's system through two or
more points of delivery cannot be ade-
quately controlled because such points
are interconnected within the pur-
chaser's system, or the purchaser's
system is interconnected directly or In-
directly with the Federal system, the
purchaser's measured demand for
each class of power for such system
for any billing period shall be the larg-
est of the hourly amounts of such
class of power which are scheduled for
delivery to the purchaser during each
time period specified In the applicable
rate schedule.

2.3 Peak computed demand and
energy computed demand: The pur-
chaser's peak computed demand for
each billing month shall be the largest
amount during such month by which
the purchaser's 60-minute system
demand exceeds its assured peaking
capability.

The purchaser's average energy com-
puted demand for each billing month
shall be the amount during such
month by which the purchaser's
actual system average load exceeds Its
assured average energy capability.

a. General principles:
(1) The assured peaking and average

energy capability of each of the pur-
chaser's systems shall be determined
and applied separately.

(2) As used in this section, "year"
shall mean the 12-month period com-
mencing July 1.

(3) The critical period ih that pelod,
determined for the purchaser's system
under adverse streamflow conditions
adjusted for current water ute., as,-
sured storage operation, and appropri-
ate operating agreements, during
which the purchaser would have the
maximum requirement for peaking or
energy after utilizing the firm capabil-
ity of all resources available to Its
system in such a manner as to place
the least requirement for capacity and
energy on the Administrator.

(4) Critical water conditions are
those conditions of streamfiow based
on historical records, adjusted for cur-
rent water uses, assured storage oper-
ation, and appropriate operating
agreements, for the year or years
.which would result In the minimum
capability of the purchaser's firm re-
sources during the critical period.

(5) Prior to the beginning of each
year the purchaser shall determine
the assured capability of each of the
purchaser's systems In terms of peak-
ing and average energy for each
month of each year or years within
the critical period. The firm capability
of all resources available to the pur-
chaser's system shall be utilized In

,such a manner as to place the least re-
quirement for capacity and energy on
the Administrator. Such assured capa
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bility shall be effective after review
and approval by the Administrator.

(6) The purchaser's assured energy
capability shall be determined by
shaping its firm resources to its firm
load in a manner which places a uni-
form requirement on the Administra-
tor within each year of the critical
period with such-requirement increas-
ing each year not in excess of the pur-
chaser's annual load growth.
(7) As used herein, the capability of

a firm resource shall-include only that
portion of the total capability of such
resource which the purchaser can de-

-liver on a firm basis to its load. The ca-
pabilities of all generating facilitiers
which are claimed as part of the pur-
chaser's assured capability shall be de-
termined by test or other substantiat-
ing data acceptable to the Administra-
tor. The Administrator may require
verification of the capabilities of any
or all of the purchaser's generating fa-
cilities. Such verification will not be
required more often than once each
year for operating plants, or 'more
often than once each third year for
thermal plants in cold standby status,
if the Administrator determines that
adequate annual preventive mainte-
nance is performed and the plant is ca-
pable of operating at its claimed capa-
bility.
(8) The purchaser shall at any time,

if required by the Administrator, dem-
onstrate the ability of its claimed hy-
droelectric resources to develop the as-
sured capability previously approved
for the remainder of the critical
period based on critical water condi-
tions. If such ability cannot be demon-
strated to the satisfaction of the Ad-
ministrator, the purchaser's assured
capability shall be reduced for the re-
mainder of the critical period by the
amount which cannot be developed,
unless such deficiency is the result of
operation required by firm obligations
under contracts to which the Adminis-
trator is a party. -

(91-In determining assured capabili-
ty, the aggregate capability of the pur-
chaser's firm resources shall be appro-
priately reduced to provide adequate
reserves.

b. Determination of assured capabi-
ity: The purchaser's assured peaking
and energy capabilities shall be the re-
spective sums of the capabilities of its
hydroelectric generating plants based
on the most critical water conditions
on the purchaser's system, the capa-
bilities of its thermal generating
plants based on the most adverse fuel
or other conditions reasonably to be
anticipated; and the firm capabilities
of other resources made available
undei contracts prior to the beginning
of the year, after deduction of ade-
quate reserves. Assured capabilities
shall be determined for each month if
the purchaser has seasonal storage.

The capabilities of the purchaser's
firm resources shall be determined as
follows:

(1) Hydroelectric generating facili-
ties: The capability of each of the pur-
chaser's hydroelectric generating
plants shall be determined In terms of
both peaking and average energy
using critical water conditions. The
average energy capability shall be that
capability which would be available
under the storage operation necessary
to produce the claimed peaking capa-
bility.

Seasonal storage shall mean storage
sufficient to regulate all the purchas-
er's hydroelectric resources in such a
manner that when combined with the
purchaser's thermal generating facli-
ties, if any, and with firm capacity and
energy available to the purchaser
under contracts, a uniform energy
computed demand for a period -of 1
month or more would result.

A purchaser having seasonal storage
shall, within 10 days after the end of
each month in the critical period,
notify the Administrator In writing of
-the assured energy capability to be ap-
plied tentatively to the preceding
month; such notice shall also specify
the purchaser's best estimate of Its
average system energy load for such
month. If such notice is not submitted.
or is submitted later than 10 days
after the end of the month to which It
applies, subject to the limitations
stated herein, the assured energy ca-
pability determined for such month
prior to the beginning of the year
shall be applied to such month and
may not be changed thereafter.

If notice has been submitted pursu-
ant to the preceding paragraph, the
purchaser shall within 30 days after
the end of the mnonth, submit final
specification of the assured energy ca-
pability to be applied to the preceding
month; prbvided that the assured
energy capability so specified shall not
differ from the amount shown in the
original notice by more than the
amount by which the purchaser's
actual average system energy load for
such month differs from the estimate
of that load shown In the original
notice. If the assured energy capabili-
ty for such month differs from that
determined prior to the beginning of
the year for such month, the purchas-
er, if required by the Administrator,
shall demonstrate by a suitable regula-
tion study based on critical water con-
ditions that such change could actual-
ly be accomplished, and that the re-
maining balance of Its total critical
period assured energy capability could
be developed without adversely affect-
ing the firm capability of other pur-
chaser's resources. The algebraic sum
of all such changes In the purchaser's
assured energy capgbillty shall be zero
at the end of the critical period or-

year. whichever is earlier. Appropriate
adjustments in the assured peaking ca-
pabity shall be made if required by
any change in reservoir operation indi-
cated by such revisions in the monthly
distribution of critical period energy
capability.

(2) Thermal generating facilites:
The capability of each of the purchas-
er's thermal generating plants shall be
determined in terms of both peaking
and average energy. Such capabilities
shall be based on the most adverse
fuel or other conditions reasonably to
be anticipated. The effect of limita-
tions on fuel supply due to war or
other extraordinary situations will
evaluated at the time of occurrence.
and appropriate changes will be made
In the monthly plant capabilities by
the Administrator.

(3) Other sources of Power. The as-
sured capability of other resources
available to the purchaser on a firm
basis under contracts shall be deter-
mined prior to each year in terms of
both peaking and average energy.

3. Determination of computed
demand: The purchaser's computed
demand for each billing month shall
be the greater of:

(1) The largest amount during such
month by which the purchaser's
actual 60-minute system demand, ex-
cluding any loads otherwise provided
for in the contract, exceeds its assured
peaking capability for such month. or
period within such month, or

(2) The largest amount for such
month, or period within such month,
by which the purchaser's actual
system average energy load, excluding
the average energy loads otherwise
provided for in the contract, exceeds
its assured average energy capability.

The use of computed demands as
one of the alternatives In determining
billing demand is intended to assure
that each purchaser who purchases
power from the Administrator to sup-
plement its own firm resources will
purchase amounts of power substan-
tially equivalent to the additional ca-
pacity and energy which the purchas-
er would otherwise have to provide on
the basis of normal and prudent oper-
ations, viz: Sufficient capacity and
energy to carry the load through the
most critical vwater or other conditions
reasonably to be anticipated, with an
adequate reserve.

Since the computed demand depends
on the relationship of capability of re-
sources to system requirements, the
computed demand for any month
cannot be determined until after the
end of the month. As each purchaser
must estimate its own load, and-is in
the best position to follow its develop-
ment from day to day, it will be the
purchaser's responsibility to request
scheduling of firm power, -including
any increase over previously estab-
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lished demands, on the basis estimated
by the purchaser to result in the most
advantageous purchase* of the power
to be billed at the end of the month.

Each contract in which computed
demand may be a factor in determin-
ing the billing demand shall have at-
tached to it as an exhibit a sample cal-
culation of the computed demand of
the purchaser for the period having
the highest computed demand during
the 12 months immediately preceding
the effective date of the contract.

2.4 Restricted demand:" A restricted
demand shall be the number of kilo-
watts of firm power, modified firm
power, industrial firm power, or -au-
thorized increase of any of the preced-
ing classes of power which results
when the Administrator has restricted
delivery of such power for 1 clock-
hour or more. Such restrictions by the
Administrator are made pursuant to
section 8 of the General Contract Pro-
visions for industrial firm power and
pursuant to §§ 1.1 and 1.2 of the Gen-
eral Rate Schedule Provisions for firm
power and modified firm power, re-
spectively. Such restricted demand
shall be determined by the Adminis-
trator after the purchaser has made
Its determination to accept or curtail
the purchaser's contract demand for
the month in accordance with § 2.5 of
the General Rate Schedule Provisions.

2.5 Curtailed demand: A curtailed
demand shall be the number of kilo-
watts of firm power, modified firm*
power, industrial firm power, or au-
thorized increase of any of the preced-
ing classes of power which results
from the purchaser's request for such
power in amounts less than the con-
tract demand therefor. Each industrial
purchaser of firm power or modified
firm power may curtail its demand in
accordance with section 9 of the Gen-
eral Contract Provisions of the con-
tract. Each purchaser of industrial
firm power may curtail its demand in
accordance with section 7 of the Gen-
eral Contract Provisions of the con-
tract. Each purchaser of an authorized
increase of firm power, modified firm
power, or industrial firm power may
curtail its demand in accordance with
§ 1.5 of the General Rate Schedule
Provisions.

3.1 Billing: Unless otherwise pro-
vided in the contract, power made
available tora purchaser at more than
one point of delivery shall be billed
separately under the applicable rate
schedule or schedules. The contract
may provide for combined billing
under specified conditions and terms
when a. delivery at more than one
point Is beneficial to the Administra-
tor, or b. the flow of power at the sev-
eral points of delivery is reasonably
beyond the control of the purchaser.

If deliveries at more than one point
of delivery are billed on a combined
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basis for the convenience Of the cus-
tomer, a charge will be made for the
diversity between the measured de-
mands at the several points of deliv-
ery. The charge for the diversity shall
be determined in a uniform manner
and shall be specified in the contract.

3.2 Determination of estimated bill-
ing data: If the purchased amounts of
capacity, energy, or the 60-minute in-
tegrated demands for energy must be
estimated from data other than me-
tered or scheduled quantities, the Ad-
ministrator and the purchaser will
agree on billing data to be used in pre-
paring the bill. If the parties cannot
agree on the estimated billing quanti-
ties, a determination binding on both
parties shall be made in accordance
with the arbitration provisions of the
contract.

4.1 Application of Rates During Ini-
tial Operation Period For an initial
operating period, not in excess of 3
months, beginning with the com-
mencement of operation of a new in-
dustrial plant, a major addition to an
existing plant, or reactivation of an ex-
isting plant or important part thereof,
the Administrator may agree (a) to bill
for service to such new or reactivated
plant facilities on the basis of the
measured demand for each day, ad-
justed for power factor, or (b) if such
facilities are served by a distributor
purchasing power therefor from the
Administrator, to bill for that portion
of such distributor's load which results
from service to such facilities on the
basis of the measured demand for
each day, adjusted for power factor.
Any rate schedule provisions regard-
ing contract demand, billing demand,
and minimum monthly charge which
are inconsistent with this section shall
be inoperative during such initial oper-
ating period.

The initial operating period and the
special billing provisions may, on ap-
proval by the Administrator, be ex-
tended beyond the initial 3-month
period for such additional time as is
justified by the developmental charac-
ter of the operations.

5.1 Energy Supplied For Emergency
Use" A purchaser taking firm power
shall pay in accordance with Whole-
sale Nonfirm Energy Rate Schedule
H-6 for any electric energy which has
been supplied (a) for use during an
emergency on the purchaser's system,
or (b) following an emergency to re-
place energy secured from sources
other than the Administrator during
such emergency, except that mutual
emergency assistance may be provided
and settled under exchange agree-
ments.

6.1 Billing Month: Meters will nor-
mally be read and bills computed at in-
tervals of 1 month. A month is defined
as the interval between meter-reading
dates which normally will be approxi-

mately 30 days. If service Is for less or
more than the normal billing month,
the monthly charges stated in the ap-
plicable rate schedule will be appropri-
ately adjusted. Winter and summer pe-
riods Identified in the rate schedules
will begin and end with the beginning
and ending of the purchaser's billing
month having meter-reading dates
closest to the periods so identified.

7.1 Payment of Bills: Bills for power
shall be rendered monthly and shall
be payable at the office of the Admin-
istrator. Failure to receive a bill shall
not release the purchaser from liabili-
ty for payment. Demand and energy
billings under each rate schedule ap-
plication shall be rounded to whole
dollar amounts, by elimination of any
amount of less than 50 cents and in-
creasing any amount from 50 cents
through 99 cents to the next higher
dollar.

If the Administrator is unable to
render the purchaser a timely month-
ly bill which Includes a full disclosure
of all billing factors, he may elect to
render an estimated bill for that
month to be followed at a subsequent
billing date by a final bill. Such esti-
mated bill, if so issued, shall have the
validity of and be subject to the same
repayment provisions as shall a final
bill.

Bills not paid in full on or before the
close of business of the 20th day after
the date of the bill shall bear an addi-
tional charge which shall be the great,
er of one-fourth percent (0.25%) of the
amount unpaid or $50. Thereafter a
charge of one-twentieth percent
(0.05%) of the sum of the initial
amount remaining unpaid and the ad-
ditional charge herein described shall
be added on each succeeding day until
the amount due Is paid in full. The
provisions of this paragraph shall not
apply to bills rendered under contracts
with other agencies of the United
States.

Remittances received by mail will be
accepted without assessment of the
charges referred to in the preceding
paragraph provided the postmark indi-
cates the payment was mailed on or
before the 20th day after the date of
the bill. If the 20th day after the date
of the bill is a Sunday or other nonbu.
siness day of the purchaser, the next
following business day shall be the last
day on which payment may be made
to avoid such further charges. Pay-
ment made by metered mail and re-
ceived subsequent to the 20th day
must bear a postal department cancel-
lation in order to avoid assessment of
such further charges.

The Administrator may, whenever a
power bill or a portion thereof remains
unpaid subsequent to the 20th day
after the date of the bill, and after
giving 30 days advance notice In writ-
ing, cancel the contract for service to
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the purchaser, but such cancellation
shall not affect the purchaser's liabili-
ty for any charges accrued prior there-
to.

8.1 Approva of Rates: Schedules of
rates and charges, or modifications
thereof, for electric energy sold by the
Administrator shall become effective
only after confirmation and approval
by the Economic Regulatory Adminis-
tration.

9.1 Average Power Factor: The for-
mula for determining average power
factor is as follows:

Average Power Factor=Kilowatt-
hours

I (Kilowatt-hours) 2+ (Reactive
Kilovolt-ampere-hours) 2

The data used in the above formula
shall be obtained from meters which
are ratcheted to prevent reverse regis-
tration.

When deliveries to a purchaser at
any point of delivery include more
than one class of power or are under
more than one rate schedule, and it is
impracticable to separately meter the
kilowatt-hours and reactive kilovolt-
anipere-hours for each class, the aver-
age power factor of the total deliveries
for the month will be used, where ap-
plicable, as the power factor for each
of the separate classes of power and
rate schedules.

10.1 Temporary Curtailment of Con-
"track Demand" The Administrator may
include in contracts with industrial
purchasers, provisions 'for temporary
curtailment of contract demand by the
purchaser. The reduction of charges
for power so curtailed shall be applied-
in a uniform manner.

11.1 General Provisions: The Whole-
sale Rate Schedules and General Rate
Schedule Provisions of the Bonneville
Power Administration *effective De-
cember 20, 1979, supersede in their en-
tirety the Administration's Wholesale
Power Rate Schedules and General
Rate Schedule Provisions effective De-
cember 20, 1974.

IL MAjoR Issues

The rate schedules included in this
Notice are BPA's initial proposals for
wholesale power rates which, upon ap-
proval, will become effective December
20, 1979.

BPA has conducted three basic cate-
gories of studies in preparation of the
proposals. They include a fully allo-
cated cost-of-service study and repay-
ment study to determine revenue re-
quirements, a long-run incremental
cost-of-service study, and a set of rate
design studies developed to examine
alternative rate structures and rate
levels. The cost-of-servFice studies and
repayment study were developed as a
foundation for the rate schedules.
Other factors considered for the initial
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rate proposal include conservation,
value of service, ease of comprehen-
sion, continuity, and ease of admins-
tration.

A discussion of the alternatives con-
sidered in developing the rate propos-
als and the important issues raised by
the proposals is included under three
topics: Average cost-of-service study,
long-run incremental cost-of-service
study, and rates.

a. Average Cost-of-Service Study:
The form and magnitude of the pro-
posed initial schedules are strongly In-
fluenced by results of the average
cost-of-service study.

The cost-of-service study is based on
generally accepted electric utility in-
dustry practice. Test years were select-
ed (fiscal year 1977 through fiscal year
1983) and cost data were gathered.
Fiscal year. 1980 was used as the basis
for the proposed rates because It most
closely matches the period dgring
which the rates are expected to be ef-
fective. Costs for each of the test years
were then functionalized to genera-
tion, transmission, and metering and
billing. Costs were then classified to
the components of capacity and
energy. The final major step was to al-
locate costs to customer classes. While
in each of these steps, alternative
methods could have been employed.
the methods selected during each of
the steps are appropriate to BPA's
system. The methods chosen have a
significant Impact on the results of
the cost-of-service study and the rates
BPA has proposed.

A decision was made not to use the
traditional utility industry fixed cost/
variable cost method for classifying
costs to capacity and energy In the
cost-of-service study, but instead to
adopt a cost causation approach. This
method, determined by BPA staff to
be more appropriate to the nature of a
hydroelectric system such as the Fed-
eral Columbia River Power system
(FCRPS). apportions the cost of gen-
eration between capacity and energy
in relation to the causes underlying
the construction and operation of var-
lous generating plants.

In applying this method. BPA staff
classified all hydro peaking units to
capacity. All other hydro units were
classified to capacity and energy in the
ratio of the peaking capacity of the
base system to the energy production
capability under average streamflow
conditions converted to 100 percent.
This resulted in classification of 59
percent of base system hydro costs to
capacity and'41 percent to energy.

The cost to BPA for its purchase of
thermal plant capability was classified
by crediting total thermal plant costs
by an amount equal to the cost of
hydro peaking capacity. As a result, 10
percent of thermal purchase costs
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were classified to capacity and 90 per-
cent to energy.

Exhibit 2 of the cost-of-service study
discusses the alternative classification
methods which were considered.

The final step in the cost-of-service
study process is allocation of costs to
customer classe&. Before this step
could be completed, transmission
system costs had to separated into
components, or treated as a single unit
using the "rolled in" method. BPA
chose the "rolled in" method. Under
this approach, transmission facilities
are considered to be a part of an inte-
grated system. The alternative to the
"rolled in" method is to directly assign
costs of facilities to customer classe
based on specific uses of such facill-
ties.

Following selection of the "rolled in"
method for transmission capacity
costs, both generation and transmis-
sion capacity costs were allocated
based on the average of the 12 month-
ly coincidental peak demands, includ-
ing losses, to reflect the demands at
the point of generation. This method
is widely used in the electric utility in-
dustry, but other methods which
would produce somewhat different re-
sults also could have been applied.
With respect to energy, the FCRPS
energy production costs were allocated
In direct proportion to energy loads in-
eluding losses.

b. Long-Run Incremental Cost-of-
Service Study: A long-run incremental
cost-of-service (LRIC) study was con-
ducted by BPA to develop an indicator
of the Incremental costs BPA is incur-
ring for new generation and transmis-
sion. The LRIC study provides a basis
for developing rates from economic ef-
ficiency criteria. Rates based on long-
run incremental costs provide adiffer-
ent and controversial approach to elec-
tric utility ratemaking.

Considerable disagreement exists
about how the concept should be used-
in establishing rates. At issue are ques-
tions relating to measurement of mar-
ginal costs, application of marginal
costs to rates, and the adjustment of,
such rates to the revenue requirement.
All of these issues have been consid-I
ered in development of BPA's LRIC1

study.
c. Wholesale Power Rates: There are.

several Issues related to each of the'
rate schedules. Each Issue is discussed
separately by rate schedule. Issues
which relate to all of the rates are dis-
cussed under a separate heading. Be-
cause the proposed rates significantly
reflect the results of the average cost-
of-service study, the issues related to
that study which were discussed above
are pertinent. However, they are not
repeated in this section.

1. Wholesale Firm Power Rate, EC-&
There are three major Issues associat-
ed with this rate schedule.
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(a) The schedule includes time dif-
ferentiation on a daily and seasonal
basis In the demand charge, but not in
the energy charge. The daily and sea-
sonal differences in demand charges
reflect the results of a study complet-
ed by BPA which demonstrated that
the peaking capacity bf the FCRPS is
associated with summer and winter
on-peak hours. The costs of these re-
sources are assigned to peak periods
and are reflected in the rate.

(b) The revenues in excess of costs
which would be collected based on the
rate in section 2c of Wholesale Non-
firm Energy Rate, H-6, have been
credited against the off-peak (the 9-
hour periods from 10 p.m. to 7 a.m.
commencing at 10 p.m. on Monday
and ending at 7 a.m. on Saturday, and
the 33-hour period from 10 p.m. on
Saturday ending at 7 a.m. on Monday).
demand charge.

The remaining costs associated with
the off-peak demand charge have been
asqigned to the energy charge. The
credit from the revenues generated
from the H-6 rate-was applied to the
off-peak demand charge to simplify
the demand charge and billing re-
quirements and to reflect the incre-
mental cost relationship between ca-
pacity and energy which resulted from
the long-run incremental cost and rate
studies. Incremental costs of energy
compared with average costs of energy
are higher than incremental costs of
capacity compared with average costs
of capacity.

(c) A separate charge for transfor-
mation Is no longer included in the
rate schedule. The cost of transforma-
tion is included in the transmission
component of the demand charge due
to the use of the "rolled in" approach
in treating transmission costs in the
cost-of-service study.

2. Reserve Power Rate, EC-9: The
major issue associated with this rate
schedule is that the rate is based -di-
rectly on the results 6f the long-run
incremental cost-of-service study.

.3. Wholesale Power Rate for Indus-
trial Firm Power, IF-2: There are
three major issues associated with this
rate schedule.

(a) The demand charge is the same
as that shown in the EC-8 and F-7
rates. The cost-of-service study results
indicate a slightly higher demand
charge for direct-service industrial cus-
tomers. An adjustment was made to
reflect the benefits the FCRPS derives
from delivering energy to thesp high
load factor customers during off-peak
hours. This allows the system to uti-
lize the output of base load thermal
plants and to accept the return of
energy during off-peak hours.

(b) This schedule contains an avail-
ability credit to account for the re-
serves provided by direct-service indus-
trial customers. This credit applies
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when the customer's load is restricted
below 99 percent of its contract
demand. The credit applies to all
power sales to the customer. However,
a limit in the credit is reached once
the restriction is equal to 25 percent of
the purchaser's contract demand.

(c) A credit from the revenue from
the H-6 schedule for sales outside the
Pacific Northwest is applied in the
same manner as was applied in the
EC-8 rate schedule.

4. Wholesale Power Rate for Modi-
fied Firm Power, MF-2: The issues re-
lated to this rate schedule are similar
to those associated with the IF-2
schedule. However, availability credits
are not allowed under this rate sched-
ule.

5. Wholesale Firm Capacity Rate, F-
7: There are two major issues associat-
ed with this rate schedule.

(a) This schedule includes a base
charge which reflects the approximate-
cost of providing a given amount of
Federal capacity (6 hours per day) and
a variable charge established between
costs and value of the peaking service
provided, based on alternative costs.
The variable charge is included to pro-
vide encouragement to peaking cus-
tomers to operate their share of the
system in a manner which will reduce
the burdens on the Federal System
and optimize overall operations.

(b) The capacity rate for contract
season service is established midway
between the cost of service and the
value of service to'the purchaser based
on the purchaser's alternative costs.

6. Wholesale nonfirm energy rate, H-
6: This rate schedule was based on
both value of service and cost of serv-
ice. In addition, the rate is time-differ-
entiated on a daily basis. The rat6 for
sales to meet Pacific Northwest non-
firm energy requirements is based on
the results of the cost-of-service study.
The onpeak rate is equal to the aver-
age cost of power as derived from the
cost-of-service study. The offpeak rate
includes an energy component and a
transmission capacity component, but
excludes a generation capacity compo-
nent. For sales of energy not for use in
the Pacific Northwest as defined in
Pub. L. 88-552, the rate is flexible
within limits. The rate for each sale is
based on an agreed upon price be-
tween BPA and the purchasing utility,
within defined limits. The lower limit
is the same as that charged for sales to
meet Pacific Northwest nonfirm
energy requirements. The upper limit
is equal to the Pacific Northwest non-
firm rate plus approximately 50 per-
cent of the difference between the Pa-
cific Northwest nonfirm rate and the
alternative cost of energy for the pur-
chasing utility.

7. Wholesale firm energy rate, J-2:
This rate is derived from the cost-of-
service study and includes a compo-

nent for energy, transmission capacity,
and generation capacity. Most of this
energy is delivered during offpeai,
hours on a firm basis.

8. Other rate issues:
(a) Adjustment for fixed contract

revenue deficiencies: Rates for some
transactions are not subject to change
because of contractual obligations.
The cost-of-service study for fiscal
year 1980 indicates that a revenue de-
ficiency of approximately $30 million
would result If this amount were not
recovered from other rates. Conse-.
quently, all power rate schedules have
been adjusted upward to recover the
revenue deficiency associated with
these fixed contracts.

(b) Rate increase impacts on cus-
tomers: The impact of the proposed
rate increase varies by customer. Be.
cause of changes in rate design from
those in current rate schedules, some
customers and customer groups would
experience a larger percentage In-
crease in their costs of power pur-
chased from BPA than other custom-
ers and customer groups. This is an
issue associated with rate continuity
and rate stability.

III. PUBLic FORUMS

A. Public information forums: BPA
will conduct public Information
forums to describe how BPA deter-
mined the need for new rates, to ex-
plain the proposed wholesale power
rates and the supporting analyses, and
to answer questions. Questions raised
at the forums will be answered at that
time, if possible, or in writing at a
later date. Each forum proceeding will
be transcribed. The forum transcripts,
all documents Introduced at the
forums, and questions and written an-
swers will become part of the official
record. The official record will be
available for review and copying at
BPA headquarters, 1002 Northeast,
Holladay Street, Portland, Oreg., In
accordance with the provisions of the
Freedom of Information Act, 5 U.S.C.
552. The forums will begin at 7 p.m. at.
the following locations and on the
dates listed:
BPA Auditorium, 1002 Northeast Holladay

Street, Portland, Oreg., Monday, Septem.
ber 11;

Eugene Hotel, 222 East Broadway, Eugene,
Oreg., Tuesday, September 12:

Blakely Room, Seattle Center, Seattle,
Washington, Wednesday, September 13:

Federal Building Auditorium, 825 Jadwin
Avenue. Richland, Wash., Thursday, Sep.
tember 14;

Wenatchee Room, Thunderbird Motor Inn,
1225 North Wenatchee, Wenatchee,
Wash., Monday, September 18:

Terrace Room C, Rldpath Hotel, West 515
Aprague, Spokane, Wash., Tuesday, Sep-
tember 19,

Tudor-Burgundy Room, Holiday Inn, Hwy
10 West and Mulluan Road, MIssoula,
Mont., Wednesday, September 20:
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Intermountain Science Experience Center
Auditorum, 1776 Science Center Drive,
Idaho Falls, Idaho, Thursday. September
21.

B. Public comment forums: BPA will
conduct public comment forums to
permit customers and the public to
submit written comments and orally
present views and proposals regarding
the proposed rates or associated stud-
ies. The forums will be conducted by a
chairperson who will be responsible
for an orderly procedure.

Persons wishing to speak must
notify the BPA official designated
below at least 3 days before a forum so
that a list of forum participants can be
prepared and time limitations for oral
presentations established. Written
comments may also be submitted at
the forums or following the forums
until November 30, 1978, for inclusion
in the official record. The forum
chairperson may question forum par-
ticipants and, at his discretion, permit
others a like privilege.,

Questions raised at the forums will
be answered at the forums or in writ-
ing, Each forum will be transcribed.
The forum transcripts, all documents
introduced at the forums, and ques-
tions and written will become part of
the official record. The official record
will be available for review and copy-
ing in accordance with the provisions
of the Freedom of Information Act, 5
U.S.C. 552.-

The forums will beginat 7 p.m. at
the following locations. and on the
dates listed. Persons interested in
speaking should contact the BPA offi-
cial listed for each meeting.

BPA Auditorium, 1002 Northeast Holladay
Street, Portland. Oreg., Wednesday. No-
vember 1. Contact: BPA Area Manager.
Room 201. 919 Northeast 19th Avenue,
Portland. Oreg. 97208.

Eugene Hotel, 222 East Broadtay, Eugene,
Oreg.. Thursday. November 2. Contact:
BPA District Manager, Room 206, 211
East Seventh Street. Eugene, Oreg. 97401,
503-345-031L

Federal Building Auditorium. 825 Jadwin
Avenue. Richland. Wash.. Monday, No-
vember 6. Contact: BPA Area Manager,
West 101 Poplar. Walla Walla, Wash.
99362, 509-525-5500, ext. 701.

Intermountain Science Experience Center
Auditorium 1776 Science Center Drive,
Idaho Falls, Idaho. Tuesday. November 7.
Contact: BPA District Manager. 531
Lomax Street, Idaho Falls, Idaho 83401,
208-523-2706.

City Hall. Chelan Avenue and Yaklma
Street. Wenatchee. Wash.. Wednesday,
November 8. Contact* BPA District Man-
ager, Room 314. 301 Yakima Street, Wen-
atchee, Wash. 98801. 509-662-4377. ext.
379.

Blakely Room. Seattle Center. Seattle.
Wash., Monday. November 13. Contact:
BPA Area Manager, Room 250, 415 First
Avenue North. Seattle. Wash. 98109. 206-
442-4130.

Terrace Rooms A and B. Rldpath Hotel.
West 515 Sprague. Spokane, Wash., Tues-
day. November 14. Contact: BPA Area
Manager, Room 561, West 920 Riverside
Avenue. Spokane, Wash.. 99201, 509-456-
2500. ext. 2518.

Tudor-Burgundy Room. Holiday Inn. High.
way 10 West and Mullan Road. hssoula.
Mont., Wednesday. November 15. Contact:
BPA District Manager. Box 758, Kalispell,
Mont. 59901, 406-755-6202.

In addition to the opportunities pre-
sented above for submitting comments
and questions at the public forums,
customers and the public may also

send written comments and questions
on the proposed wholesale power rates
to BPA from the date of this Notice
until November 30, 1978, which is 15
days after the last scheduled Public
Comment Forum. The written com-
ments, questions, and answers will
become part of the Official Record:
customers and the public are asked to
submit 5 copies of any written com-
ments which exceed 10 pages. Written
comments and questions should be
submitted to the Public Involvement
Coordinator, Bonneville Power Admin-
istration, P.O. Box 12999, Portland,
Oreg. 97212.

BPA will evaluate the contents of
the Official Record, including all writ-
ten comments, questions, and answers,
and the forum transcripts, for consid-
eration in the development of the pro-
posed wholesale power rates which
BPA submits through the Assistant
Secretary for Resource Applications to
ERA for confirmation and approval by
June 1, 1979. As a result of public par-
ticipants' comments, the proposed
rates submitted to ERA may vary
from those tentatively proposed in
this Notice. In addition, the cost esti-
mates used to determine revenue re-
quirements will be updated prior to
the actual filing in June 1979. As a
result of the updating of the cost esti-
mates, the amount of the rate increase
may be either more or less than pres-
ently estimated.

Dated: August 23, 1978.
WnxLIA S. HSFFELP=GER,
DirectorofAdministration.

[FR Doe. 78-24093 Filed 8-24-78; 8.45 am]
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